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TO THE READER 








About the Authors 


The first three articles in this Octo- 
ber JouRNAL are adapted from speeches 
delivered at the annual meeting of the 
Division of Food, Drug and Cosmetic 
Law, Section of Corporation, Banking 
and Business Law, American Bar Asso- 
ciation, which was held on July 12 in 
New York City. 

The first of the papers is contributed 
by H. D. Kautz, M. D., who serves as 
secretary of the Council on Drugs of 
the American Medical Association, at 
Chicago, Illinois. Dr. Kautz outlines 
the council’s program and function as 
they prevail today, explaining the fac- 
tors which have modified them since 
the council’s organization in 1905. 


Charles A. Sweeny, writer of another 
of the ABA papers, is project attorney 
with the Federal Trade Commission 
Bureau of Investigation. He is well 
qualified to discuss “Federal Trade 
Commission Control of False Adver- 
tising of Foods, Drugs and Cosmetics.” 

The third of these papers is an 
examination of new drugs and their 
administrative handling under the Durham- 
Humphrey Amendment to the Federal 
Food, Drug, and Cosmetic Act. It is 
written by Vincent A. Kleinfeld, of 
Washington, D. C., well-known attor- 
ney and member of the JourNat’s edi- 
torial advisory board. He was formerly 
food-drug law attorney, United States 
Department of Justice. 

Chester Adams, author of the article 
“Net-Weight Marking of Packaged 
Meats,” is an attorney on the staff of 
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the American Meat Institute, trade as- 
sociation of the meat-packing industry 

John T. Coyne is assistant head of 
the Pesticide Regulation Section, Plant 
Pest Control Division, Agricultural Re- 
search Service, United States Depart- 
ment of Agriculture. 


George A. Michael, who is directo: 
of the Division of Food and Drugs, 
Massachusetts Department of Public 
Health, was trained in chemistry at 
Northeastern University. He studied 
food technology at Massachusetts In- 
stitute of Technology, and was gradu- 
ated with honors from Suffolk University 
with a degree of B. S. in chemistry. 

Before joining the state public-health 
department in 1941, Mr. Michael was 
employed by Arthur D. Little, Inc., of 
Cambridge, Massachusetts, and = Syl- 
vania Electrical Products Company, of 
Salem, Massachusetts. He has served 
the state as an expert chemist in its 
division of food and drugs, and as 
assistant director of the division from 
1949 until 1951, when he assumed his 
present post. 

Thomas W. Christopher, writer of the 
continuing feature “Christopher Com- 
ments,” is associate dean and professor 


of law, Emory University, Atlanta, 
Georgia. 
In this month’s “The Scientists’ 


Forum,” Bernard L. Oser, scientific 
editor of the JourRNAL, presents—in 
digest form—a report which Dr. Fran- 
cis A. Gunther, of the University of 
California Citrus Experiment Station, 
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gave at a symposium on chemicals in 
food, which was held at Como, Italy, 
May 13-18, 1957. We are grateful to 
Dr. Gunther for especially preparing 
this brief version of his important paper 
for inclusion in our magazine. 
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Robert E. Curran, Q. C., comments 
on Canadian law in “Canada—Food 
and Drug Items.” Mr. Curran, another 
member of our editorial advisory board, 
is legal adviser in the Canadian Depart- 
ment of National Health and Welfare. 








Meeting of Food and Drug Men 


FDA Antibiotics Symposium.—The 
Fifth Annual Symposium on Antibiotics 
of the Food and Drug Administration, 
sponsored in collaboration with the 
journals Antibiotics and Chemotherapy 
and Antibiotic Medicine and Clinical 
Therapy, was held at the Willard Hotel, 
Washington, D. C., October 2-4. 

Recent discoveries and advances in 
the field of antibiotics were reported 
by leading medical scientists from the 
United States and abroad. A total of 
161 papers were on the program. Also, 
several new antibiotics not yet com- 
mercially available were described. 

Scientists from Czechoslovakia re- 
ported on “antibiolymphins,” the so- 
called lymphotropic antibiotics. These 
are combinations of antibiotics with 
such substances as polyacrylic acids. 
They have been demonstrated by Dr. 
P. Malek and his colleagues to have a 
high affinity for certain tissues in the 
body and to have potential value in the 
treatment of diseases affecting those 
tissues. 

Several papers were presented on 
amphotericin. This antibiotic has now 
been shown to be effective clinically in 
certain difficult infections, including 
systemic mycoses. 

Panel discussions were featured in 
the afternoon sessions on each of the 
three days of the conference. A panel 
concerned with rheumatic fever pro- 


phylaxis was moderated by Dr. B. B. 
Breese of Rochester, New York. Mem- 
bers of the panel were selected for their 
extensive experience in the prevention 
of streptoceccal infection and rheumatic 
fever. The most successful prepara- 
tions, and their proper use, were dis- 
cussed in detail. 


“Chemotherapy of Diseases Affecting 
Infants and the Aged” was the subject 
of another panel. In the very young, im- 
munological mechanisms are immature 
and underdeveloped, while in the very 
old they may be worn out. This dis- 
cussion of chemotherapy and host re- 
sistance was conducted by Dr. Burton 
A. Waisbren, of Milwaukee. Several 
experts discussed ways and means of 
augmenting chemotherapy with the na- 
tural factors of resistance. Prior to 
this panel discussion, papers on the 
treatment of patients with antibiotics 
plus such substances as gamma globulin 
were given. 


Dr. C. Chester Stock, of the Sloan- 
Kettering Institute for Cancer Research, 
moderated a Friday afternoon sympo- 
sium on the present status of antitumor 
and antiviral antibiotics. The sympo- 
sium presented, for the first time, a 
summary on the status of investigations 
of the promise of these antibiotics in 
cancer therapy and treatment of the 
more elusive viruses. 


Cape's 
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In the Food and Drug Administration 


Monthly Report, Issued Séptember 
30, 1957.—Ninety-nine seizures of foods, 
drugs, and devices were made in fed- 
eral district courts in August, the Food 
and Drug Administration reported on 
September 30. 

Seven of the 15 drug 
seized failed to contain the labeled 
amount of active ingredients. Some 
items contained low amounts and others 
excessive ones—both an indication of 
inadequate factory controls, according 
to FDA. Those deficient included digi- 
toxin tablets, reserpine, and vitamin 
preparations. Excessive amphetamine 
sulfate was charged in two seizures. 
Following an earlier seizure, a manu- 
facturer recalled shipments of posterior 
pituitary injection with little or no 
potency, and in August voluntarily de- 
stroyed all defective lots. 

Eight drug and device products were 
seized on charges of false and mis- 
leading therapeutic claims. Included 
was powdered grapefruit juice relabeled 
by the distributor with recommenda- 
tions for its use in treating diabetes, 
resisting infections, building youthful 
blood cells and body tissues, and the 
relief and prevention of hardening of 
the arteries and high blood pressure. 

Seventy-one shipments of contami- 
nated food were seized. Eight of these, 
ageregating 476%4 tons, consisted of 
bulk grain and flour containing poison- 
ous chemicals added for seed treatment 


shipments 


or to prevent insect and rodent damage 
during shipment and storage. 


Sixty-three seizures involved 236 tons 
of filthy and decomposed foods. The 
largest quantities consisted of grain 
and flour, eggs, vegetable products, and 
various items that became contaminated 
in warehouses. During the same period, 
owners voluntarily removed 176% tons 
of unfit products from food channels 


Eight shipments of substandard but- 
ter and six misbranded foods were 
seized to protect consumers’ pocket- 
books. 


On September 12, after four days of 
trial, a federal court denied the govern- 
ment’s petition for an injunction to re- 
strain an oyster packer from making 
further interstate shipments of oysters 
containing added water. The court indi- 
cated that the government had not proved 
there was excess water in the oysters 
from washing them too long or failing 
to drain them properly. The Adminis- 
tration standards limit washing to 30 
minutes and require adequate drain- 
age. The government is considering an 
appeal, according to FDA. 


Injunction Based on Bread Formu- 
las and Labels—The Food and Drug 
Administration on October 4 urged 
bakers across the Nation to review 
their bread formulas and labels in the 
light of an order issued October 3 by 
the United States District Court for 
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the District of Columbia. The order, 
signed by Judge Alexander Holtzoff, 
is a preliminary injunction against a 
baking company, following the issu- 
ance of a temporary restraining order 
by Judge David M. Pine on September 
25. Under the preliminary injunction, 
the company is required to stop inter- 
state shipments of white bread or en- 
riched bread which: (1) is labeled 
“buttermilk bread” or “buttermilk en- 
riched bread” or (2) contains nitrated 
flour, an ingredient not permitted by 
the standard for enriched flour. 


The order also prohibits the company 
from using the word “buttermilk” on 
any label for standard bread which 
contains dried buttermilk. The injunc- 
tion will remain in effect until a final 
decision is reached on a permanent 
injunction. In granting the temporary 
injunction, the court told the govern- 
ment that it would expect regulatory 
action to be taken against all other 
firms who are distributing products 
labeled in a similar manner. 


Attorneys for the baking company 
advised the court that the use of ni- 
trated flour has been discontinued in 
all its plants in the formula for en- 
riched bread. He also advised that use 
of labels bearing the words “butter- 
milk bread” and “buttermilk enriched 
bread” has also been discontinued. 


Commenting on the court’s action, 
George P. Larrick, Commissioner of 
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Food and Drugs, issued the following 
statement: 

“This case involves playing up a 
single ingredient, buttermilk, in a way 
calculated to create the impression that 
the bread is superior or different from 
standard white bread or enriched bread. 
Our action is the first step in a regu- 
latory program to secure better com- 
pliance with the bread standards, so as 
to prevent consumers from being mis- 
led and competing firms from being 
forced into similar practices. 

“The court decisions of September 25 
granting the Government’s petition for 
a temporary restraining order, and that 
of October 3 granting a preliminary in- 
junction, will go a long way toward 
correcting abuses that have arisen in 
the labeling and merchandising of bread. 

“We urge all bakers to review their 
formulas and labeling for bread to in- 
sure that they comply with the law in 
all respects 

“With regard to the court’s admoni- 
tion that regulatory action against 
similar violations by other firms be 
taken promptly, the Food and Drug 
Administration intends to enforce the 
law equitably against all violations and 
violators of the bread standards. Fortu- 
nately, they are not typical of the 
industry as a whole. We would like 
to commend the Company for the 
prompt steps which they took to comply 
with the court order.” 








In the Public Health Service 


BCG Tuberculosis Vaccine——A _ re- 
port released on October 21 by the 
Public Health Service recommends that 
BCG tuberculosis vaccine be used only 
in groups or communities where ex- 
posure to tuberculosis is unusually high 
and where other control means are in- 


adequate. A basic objection is that 
BCG offers no protection to persons 
already infected. A second basic objec- 
tion is that widespread use of the vac- 
cine would cancel out permanently the 
effectiveness of the tuberculin test. 
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The Program and Function 


of the AMA Council on Drugs 


By H. D. Kautz, M. D. 


Dr. Kautz, Secretary, American Medical Association Council on Drugs, 
Presented His Paper at the Annual Meeting, Division of Food, Drug and 
Cosmetic Law, American Bar Association, in New York City on July 12 


HE AMA COUNCIL ON DRUGS, originally organized and 

known for over 50 years as the “council on pharmacy and chem 
istry,” has been renamed to reflect more accurately its primary concern 
with the clinical use of drugs and to emphasize the change instituted, 
in 1955, in the council’s basic program of operation (“New Program 
of Operation for Evaluation of Drugs,” 158 Journal of the American 
Medical Association 1170-1171, July 30, 1955). As members of the legal 
profession concerned with the laws which regulate the distribution 
of products important to health, many of you here are undoubtedly 
familiar with the activities of the council in the field of therapeutics. 
Indeed, since the organization of the council as a constituent scientific 
advisory unit of the American Medical Association, its activities have 
closely paralleled the development of drug legislation in this country. 
Accordingly, I am grateful for this opportunity to discuss briefly some 
of the factors which have modified the primary program and function 
of the council since its organization in 1905. 
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Many of you here will zecall that the council previously conducted 
a program of acceptance of drugs based upon voluntary compliance by 
manufacturers and distributors, with certain rules for the admission 
of drug products to the council’s annual publication, which has been 
known for many years by the title New and Nonofficial Remedies. The 
rules were designed to encourage conformity with such essentials as 
integrity of composition, satisfactory laboratory and clinical evidence 
of relative effectiveness and safety, appropriate label identification 
and nomenclature, and limitation of promotional claims to established 
medical indications. Only drugs marketed in conformity with these 
requirements by one or more cooperating commercial outlets were 
previously described in the council’s annual publication—a limitation 
in scope which has been eliminated under the council’s revised pro- 
gram of operation and further reflected by a recent change in the title 
of the publication to New and Nonofficial Drugs. Both the new name 
of the council and new title of its publication are currently employed 
in the council’s column of the Journal of the American Medical Associa- 
tion, and will appear in the 1958 edition of the book. 


Achievements Under Former Acceptance Program 

The council’s former acceptance program served to stimulate 
many badly needed reforms in the early methods which were used to 
market drugs. During the first part of the century, available drugs 
consisted largely of crude galenical preparations, the composition of 
which was often obscure or undeclared, and the claims for use often 
empirical or irrational. It was accordingly understandable that the 
council’s original plan of operation was directed chiefly toward encour- 
aging purification and better standardization of drugs, in addition to 
the proper identification and use of drugs on the basis of scientific 
evidence of value. The council’s rules for admission of drug products 
to its annual publication, as well as the publication itself, achieved 
wide recognition over the years as a standard of scientific excellence 
in the field of therapeutics. 

In retrospect, it can be stated that one of the most significant early 
influences of the council's former acceptance procedure was the 
emphasis which was placed on the need for careful scientific investiga- 
tion of new drugs by producers. Under such stimulus and parallel 
advances of knowledge in chemistry and pharmacology, leading manu- 
facturers began directing more attention to scientific research and the 
establishment of extensive facilities for organized experimental obser- 
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vations. A large part of industry gradually came to recognize the 
importance of scientific investigation as a means for expanding the 
production of therapeutic agents. In a few isolated instances, failure 
to conduct adequate preliminary studies of new drug preparations 
resulted in the unfortunate episodes with which all of us are familiar. 
It was such factors, among others, which eventually climaxed the 
chain of circumstances that led to the passage of the present law- 
the Federal Food, Drug, and Cosmetic Act of 1938. 


Decline in Participation 


The 1938 law, with its new-drug section and its provisions for 
regulating the safety for commercial release and the safe labeling of 
drugs, did not at first affect the degree or extent of cooperation of 
commercial outlets with the council’s acceptance program. Although 
the regulatory actions of the Food and Drug Administration to imple- 
ment the law partly superseded some of the council’s former require- 
ments for acceptance of drugs, none of the provisions of the law were 
in direct conflict with the principles established by the council. 
Indeed, the promulgation of federal regulations for the labeling of all 
drugs with adequate directions for use, as well as warnings against 
misuse, provided a much-needed basis for legal enforcement of these 
essentials. These regulations also served to bring into sharper focus 
the distinction between the law and the council’s former requirement 
for evidence to establish the therapeutic efficacy of drugs. In time, 
however, as drug and pharmaceutical production became adjusted to 
the new requirements of the law and to the certification procedure as 
subsequently applied to certain antibiotics, commercial distributors 
became increasingly less inclined to participate in the council’s accep- 
tance program. 

Following World War II and the introduction of intensive screen- 
ing methods for the isolation and investigation of potential new drugs, 
the council’s acceptance procedure was confronted not only with a 
waning interest of manufacturers, but also with a greatly increased 
number of new therapeutic agents of all kinds. New antimalarial com- 
pounds and penicillin developed during the war, heralded an era of 
rapid drug development which has continued to the present time. Not 
only were many more new drugs introduced every year, but the 
number of commercial outlets increased. Especially significant in 
recent years has been the introduction of an unusual number of pro- 
foundly potent therapeutic agents—drugs designed to provide a highly 
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selective pharmacologic action, but at the same time involving poten- 
tially severe or serious side effects. In attempting to determine the 
acceptability of such drugs under the former program, the council 
found it increasingly difficult to balance over-all usefulness against 
potential harmful effects. The acceptance machinery, which involved 
the tedious review of labeling and advertising for multiple brands of 
the same drug in addition to laboratory and clinical evidence for new 
drugs, was not only difficult to apply to highly potent agents, but was 
much too unwieldy as a means for early evaluation of all commercially 
available new drugs. Moreover, unacceptable drugs, as well as accep 
table drugs marketed by noncooperating commercial outlets, could 
not be described in the council’s annual publication—a circumstance, 
already mentioned, which diminished its usefulness to physicians as a 


guide to drug therapy. 


Misinterpretation of Meaning of ‘‘Acceptance”’ 

Another factor which lessened the effectiveness of the former 
acceptance program involved the misinterpretation of the meaning 
of “acceptance.” Although the council emphatically stated that it did 
not approve or endorse drugs, the council’s seal was sometimes so 


interpreted. Through the years, and before the introduction of highly 
potent agents with unusually narrow margins of safety between thera- 


peutic and toxic doses, council acceptance of a drug was frequently mis 
construed to mean that it was unqualifiedly “approved” and could be 
used with impunity. Thus, accepted drugs often were erroneously 
considered to be invariably effective, as well as free from any poten 
tially serious side effect. 

The council, in increasingly frequent instances, was forced to 
choose between acceptance (sometimes misconstrued as blanket ap- 
proval), which provided for publication of an informative monograph 
statement on indications and hazards, or rejection (misconstrued as 
disapproval), which did not permit the inclusion of information in 
its annual publication. Reports of serious reactions to certain potent 
drugs accepted under the former program suggested that, in some 
cases, they had been prescribed without cognizance of the council's 
published monograph statement concerning proper indications, dosage, 
potential hazards, and contraindications. 

It- should be apparent, from this brief review of the council’s 
former program, that the acceptance procedure became unsuitable not 
ently, because it did not meet the demand for early information in the 
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rapidly expanding field of potent drug therapy, but also because of 
the erroneous concept of “acceptance” which had-developed. So it was 
that the council, after careful deliberation, and authorization by the 
AMA board of trustees, terminated its former seal-of-acceptance pro- 
gram in favor of its current program for evaluation of drugs. 


Council's Function and Fundamental Aim 

As redefined under its revised program, the current function of 
the council is to examine and evaluate available evidence relating to 
the actions, uses, dosage, hazards and pertinent properties of drugs and 
to encourage rational therapy by timely, informative reports to the 
medical profession. The council’s fundamental aim, the encouragement 
of rational therapeutics, remains. Its present method of operation, 
although designed to overcome many of the difficulties of the former 
acceptance procedure, is primarily directed toward a more complete 
realization of this goal. 


The revised program seeks to obtain greater readership of coun- 
cil-published statements by prompt review of available. evidence on 
all new drugs and by early publication of monographs describing their 
clinical indications and limitations whether or not their usefulness 
has been conclusively established. The council continues to encourage 


the voluntary cooperation of commercial sources in supplying scien- 


tific data and reports of investigations to aid in the early evaluation of 
new drugs, and new uses for older drugs. The revised program gives 
the council freedom to initiate evaluation of the available evidence 
on new drugs if commercial cooperation is not forthcoming. However, 
manufacturers who have not submitted available data for a drug which 
has been placed on the market are invited to do so before the council 
undertakes an evaluation without such cooperation. So far, industry 
has been highly cooperative in furnishing available data on all new 
drugs, as well as on additional uses or new routes of administration 
for previously evaluated drugs. Indeed, commercial sources have 
furnished data to aid the council in evaluating some older drugs which 
had never been described in its column in the Journal of the American 
Medical Association or in its annual publication because of the restrictions 
of the former program. 

Under its current program, the council no longer reviews labeling 
and advertising for drugs, a matter which is subject to control by 
appropriate federal regulatory agencies. This enables the council to 
give more consideration to the scientific data and reports of investiga- 
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tions on new drugs and to provide earlier information concerning their 
usefulness, lack of usefulness, or hazards. All available evidence is 
first submitted to several outside experts for review. These individuals 
are selected on the basis of their knowledge or experience in the field 
to which each new drug or new use of a drug belongs. The comments 
of these consultants are referred to a referee member of the council, 
together with the data and a statement drafted for publication. The 
referee’s conclusions and the proposed statement are then considered, 
along with all of the available evidence, by all members of the council. 
The statement, with such modification as may be desired by the coun- 
cil, is then transmitted for comment to the cooperating manufacturer 
or manufacturers, and consideration is given to all valid suggestions 
for further revision before releasing the statement for publication. 
Credit is given to the commercial source or sources of data when the 
statement appears in the Journal of the American Medical Association. 
All monographs on new drugs and supplemental statements on new 
uses of drugs are also published in the council’s annual book publica- 
tion, along with the applicable trade names known to be applied by 
any and all manufacturers. Commercial names are included as a mat- 
ter of information to aid physicians in identifying drugs which the 
council routinely describes under appropriate nonproprietary termi- 


nology. 


Publications Since Revision of Program 


In the slightly more than two years since the revised program has 
been in operation, the council has published monographs on more 
than 200 individual drugs. The current 1957 edition of its annual pub- 
lication contains descriptions of one hundred drugs not previously 
described in the 1955 edition. In addition, the council has published 
numerous supplemental statements on additional uses, routes of admin- 
istration and hazards of drugs based upon evidence which has become 
available since their initial evaluation by the council. Such statements 
ate also incorporated into the council’s annual publication and serve 
to keep the descriptions of older drugs up to date. This record of out- 
put of information to the medical profession contrasts sharply with 
the former slow and limited publication of monographs under the 
acceptance procedure. 

Part of the improved efficiency under the new program lies in the 
fact that the council no longer attempts to provide monograph state-- 
ments on mixtures of drugs. This procedure involved a. reduplication 
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of effort to cover the enormous variety of available additive combina- 
tions. Simultaneous or combined use of drugs is currently discussed, 
when considered necessary, in monographs describing individually 
available drugs. By consulting adequate descriptions of individual 
drugs, physicians can decide for themselves the desirability of com- 
bined therapy. The 1958 edition of the council’s annual publication 
should approach more nearly its intended purpose as a general refer- 
ence source of current clinical information on all available newer indi- 
vidual drugs. The council offers fair comment and criticism on each 
drug, including, whenever possible, available information regarding 
its usefulness in comparison with similar-acting or chemically related 
drugs. In this way the council hopes to stimulate careful reading of 
monographs and statements, and thus enable physicians to exercise 
individual judgment in their choice of drugs. It is the belief and hope 
of the council that publication of such monographs will no longer be 
misconstrued as an endorsement of any particular form of therapy. 


In recent years it has become evident that some manufacturers 
are more intent upon obtaining evidence to establish safe use of new 
drugs to meet legal requirements than upon carefully planned clinical 
studies to determine their relative medical importance. Too often, 
new compounds are introduced merely on a competitive basis, with 
little or no convincing evidence to support their addition to the thera- 
peutic armamentarium. For this reason the council’s revised plan of 
operation, with freedom to offer fair comment and criticism regarding 
drugs, provides an opportunity to encourage wider interest in more 
carefully designed clinical studies on new compounds as a basis for 
determining their suitability for marketing. Unless more attention 
is given to this matter, the introduction of numerous drugs of “border- 
line” usefulness will continue to plague the physician already con- 
fronted by a multitude of closely related compounds. Accordingly, 
the council will continue its efforts to provide early information on 
each individually available new drug as a means of rendering the great- 
est possible service to the medical profession. [The End] 


e “FACT’ BOOKLET—"“HEALTH QUACKERY” ¢ 


The educational division of the Better Business Bureau has issued a 
new title in its “fact” booklet series: Facts You Should Know About Health 
Quackery. Revised and reprinted from a booklet published in 1951 by the 
Boston Better Business Bureau, it presents a series of brief paragraphs 
“based on advice of specialists in the fields discussed” and warns par 
ticularly against self-diagnosis or -treatment of serious or chronic ailments 
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HEN Congress enacted the Federal Trade Commission Act’ 

in 1914, it wrote into Section 5 a prohibition against all “unfair 
methods of competition in commerce,” stating in its Senate* and 
House * reports that it was not practical or possible to define all such 
methods and that, even if it did, new ones would continually arise. The 
law therefore left to the Commission and the courts the determination 
of the specific practices to be considered “unfair.” 

The first two formal cases decided by the Commission prohibited 
false and misleading advertising, finding that such practices consti 
tuted such an “unfair method of competition” as to be violative of 
Section 5.* 

In the years that followed, the Commission was extremely active 
in the field of false and misleading advertising, but it developed that 
additional legislation was needed if the public were to be protected, 
especially from the effects of deceptive advertising of foods, drugs, 
devices and cosmetics. While the protection of competitors resulted 
incidentally in a measure of protection of the consumer, the need for 
further authority was pointed up by the Raladam decision,’ where the 
Supreme Court held that a cease-and-desist order prohibiting false 
claims for an alleged obesity cure was invalid because it had not been 





115 USC Secs. 41-58. ‘FTC v. Circle Cilk Company, 1 FTC 
2S. Rept. 597, 63d Cong., 2d Sess. (June Decisions 13: FTC v. A. Theo. Abbott & 
14, 1914). Company, 1 FTC Decisions 16. 
°H. Rept. 1142, 63d Cong., 2d Sess. (Sep- 5 FTC v. Raladam Company, CCH Trade 
tember 4, 1914). Regulation Reports (Supp. Vol. VI) { 6307, 
, U. S. 643 
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established that there was any injury to competition. The Commission 
was powerless to act in that case even though it had been satisfactorily 
established that this drug could not be taken safely except under 


medical direction. 


Passage of Wheeler-Lea Amendment 
As a result, Congress passed the so-called Wheeler-Lea Amend 
ment in 1938. Section 5 was amended so as to declare “unfair and 
deceptive acts and practices” in commerce to be unlawful. Under this 
authority, the Commission can now proceed openly and directly against 
false and misleading advertising to protect the public against decep 
tion, rather than having to attempt to accomplish this as an indirect 


incident of competitor protection. 


While the prohibitions of Section 5 extend to all commodities, 
including foods, drugs and cosmetics, the Wheeler-Lea Amendment 
did not rest there. Section 12 was added to provide specifically that 
the dissemination of false and misleading advertising for any such 
product constitutes an unfair or deceptive act or practice in violation 
of Section 5, if either the product advertised or the advertisement 
itself moves in commerce 

Section 15 went one step further: It defined a “false advertise 
ment” as an advertisement, other than labeling, which is misleading 
in a material respect. In determining that advertising is false, the 
Commission was directed to consider not only direct falsehoods, but 
also failure to reveal material facts respecting possible consequences 
resulting from use of the product. It is under the authority of this 
provision that the Commission has required the inclusion of appropri 
ate warning statements in advertisements for potentially harmful 
products.® 

In the Alberty case,’ the Commission was considering advertising 
which represented that a product was of value in the treatment of a 
certain conditions when due to a specified cause. A cease-and-desist 
order would have required the disclosure that the condition is in fact 
due to this cause less frequently than to others. Despite the argument 
by Commission counsel that this simply is a requirement for the dis- 
closure of a material fact within the intent of Section 15, the court 
held that this portion of the order was invalid, stating in part: 








*Aronberg v. FTC, 1940-1943 [CCH] * Alberty et al. v. FTC, 1950-1951 [CCH] 
Trade Cases { 56,324, 132 F. (2d) 165; Gelb Trade Cases { 62.583, 182 F. (2d) 36 
v. FTC, 19144-1945 [CCH] Trade Cases 
* 57,279, 144 F. (2d) 580 
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The Commission must find either of two things before it can require the 
affirmative clause complained of: (1) that failure to make such statement is mis- 
leading because of the consequences from the use of the product, or (2) that fail- 
ure to make such statement is misleading because of the things claimed in the 
advertisement. There is no such finding here. 


Current Cases Dealing with “Treatments” for Baldness 

The Commission is now litigating a series of cases which, it is 
anticipated, will establish and clarify its authority in such matters. 
These cases involve the advertising of treatments represented as being 
of value in the prevention and treatment of baldness.* In order to 
comply with the requirements laid down by the court in the Alberty 
case, the complaints in the pending matters allege specifically that the 
challenged advertisements are misleading in a material respect and, 
therefore, false because they fail to reveal the fact that the vast majority 
of cases of excessive hair-fall and baldness are known to dermatologists 
as male pattern baldness. In cases of that type, the respondents’ 
preparations will not stop excessive hair-fall, prevent or overcome 
baldness, or have any favorable influence on its underlying cause. 


Hearings have been completed in one of these cases*® and the 
hearing examiner in his initial decision has granted the request for 
the disclosure discussed above. This, however, does not represent 
a final order of the Commission at the present time. 

While this case is still pending, the Commission, on May 22, 1957, 
adopted as its decision an initial decision by a hearing examiner in an 
uncontested case.’ This decision requires the affirmative disclosure 
that in the great majority of cases the preparation under consideration 
is of no value whatsoever. Even though that matter was not fully 
litigated, having been settled on the basis of an agreement, it does 
indicate that the Commission has no reluctance, in proper instances, 
to require an affirmative disclosure of this type. 


Authority Merely Spelled Out in 1938 Amendment 
Of course, the Commission’s authority to require affirmative dis- 
closures was merely spelled out in Section 15, not created. More 
than 35 years ago, the Commission considered a matter involving 





’ William T. Loesch (Docket No. 6305), * William T. Loesch, cited at footnote 8. 
Ward Laboratories (Docket No. 6346), ” Drake Laboratories, Inc. (Docket No. 
Bishop Hair & Scalp Specialists (Docket 6610). 

No. 6554), Wybrant System Products Cor- 
poration (Docket No. 6472), and others. 
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baking powder.'' There the manufacturer had for many years pro 
duced a cream of tartar baking powder and extensively extolled the 
virtues thereof. Phosphate was substituted for the cream of tartar 
content and the label was changed in some respects. However, the 
Commission found that the labels for the phosphate baking powder were 
so like those which had appeared on the cream of tartar product “in 
arrangement of lettering and design, in coloration and general appear- 
ance, as to cause the one to be mistaken for the other and to confuse 
and mislead purchasers familiar with the former product as to the 
character of the contents of the new cans.” The Commission ordered 
the respondent to cease and desist from selling, or offering for sale, 
this product unless “phosphate” is incorporated, as part of the name of 
said baking powder, on the labels and in the advertising. The Com- 
mission order was affirmed on appeal. 


The Wheeler-Lea Act strengthened the Commission’s authority 
and procedures in other respects. Under Section 13, suit may be in- 
stituted in a district court to enjoin the dissemination of advertising 
for foods, drugs, devices or cosmetics. To support such a suit, the 
Commission must have reason to believe that the respondent is en- 
gaged in or about to engage in the dissemination of a false advertise- 
ment; also, that the enjoining thereof pending the issuance and final 
disposition of a complaint would be to the interest of the public.” 


Another court has explained that this section was written into the 
Federal Trade Commission Act: 
to prevent the ineffectuality of proceedings before the Commission due to 


the offender's collecting the spoils incident to improper practices and liquidating 
or dissolving before the Commission can put a stop to its unfair practices 

In this same case the advertiser claimed that an injunction, if 
granted, would cause irreparable damages. Against this the court 
weighed the damages to the public if the injunction were denied and 
concluded: 

The vote is not even close. Our conclusion is in favor of continuing the injunc 
tion and denying the motion for supersedeas. In other words, defendants’ losses 
through the interference (or destruction) of their business is not of such a char- 
acter as to invite preventive orders by a court of equity who has no duty, irrespec 
tive of the Federal Trade Act, to protect illegitimate profits or advance business 
which is conducted by unfair business methods.” 





"Royal Baking Powder Company v. “FTC v. Thomsen-King 4&4 Company, 
FTC, CCH Trade Regulation Reports Inc., 1940-1943 [CCH] Trade Cases ' 56,003, 
(Supp. Vol. V) 7 5523, 281 F. 744. 109 F. (2d) 516. 

% Rhodes Pharmacal Company, Inc., et 
al. v. FTC, 1950-1951 [CCH] Trade Cases 
1 62,894, 191 F. (2d) 744 
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Literature Disseminated to Members of Medical Profession Only 
In defining a false advertisement, the act, as amended, makes an 
exception in the case of professional literature. It is provided that: 


no advertisement of a drug shall be deemed to be false if it is disseminated 
only to members of the medical profession, contains no false representations 0! 
a material fact, and includes, or is accompanied in each instance by truthful dis 
closure of the formula showing quantitatively each ingredient of such drug.” 

It should be noted that reference here is made only to drugs, 
and requires disclosure in each instance of the quantitative formula. 

I believe I mentioned earlier that the false and misleading advertis- 
ing of foods, drugs, devices and cosmetics is violative of the Federal 
Trade Commission Act if either the advertising or the product moves 
in commerce. In two recent matters,’® the Commission issued com- 
plaints alleging the dissemination of deceptive advertising by United 
States mails, or otherwise in commerce, in connection with the intra 
state sale of drug preparations. These cases have not been finally 


decided. 


Regulation of Oleomargarine Advertisements 

Advertising for oleomargarine has been subject to special regula- 
tion since 1950. Prior to that year, the Commission had proceeded in 
individual cases to consider claims which were in each instance alleged 
to be demonstrably false and misleading,’* judging advertising for 
oleomargarine by the standards applied to other food products. How- 
ever, Congress amended Section 15 of the Federal Trade Commission 
Act ** so as to provide: 

In the case of oleomargarine or margarine an advertisement shall be deemed 
misleading in a material respect if in such advertisement representations are madc 
or suggested . . . that such oleomargarine or margarine is a dairy product, except 
that nothing contained herein shail prevent a truthful, accurate, and full statement 
in any such advertisement of all the ingredients contained in such oleomargarine 
or margarine. 

Since enactment of this amendment, the Commission has issued 
several complaints in this field. The resulting litigation has clarified 
its legal effect. 


In one case,** the Commission prohibited use of the terms “churned 


to delicate, sweet creamy goodness,” “country fresh” or “the same 





™ Sec. 15(a) (1). ™ Sec. 4(a) of Pub. L. 459, Slst Cong.. 
% Renor Company, Inc., et al. (Docket approved, March 26, 1950, and effective 
No. 6617); O-Jib-Wa Medicine Company July 1, 1950. 
et al. (Docket No. 6548). 3E. F. Drew & Company, Inc. v. FTC, 
“ John F. Jelke, Inc. (Docket No. 3347), 1956 [CCH] Trade Cases { 68,408, 235 F 
30 FTC Decisions 886. (2d) 735 
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day-to-day freshness which characterizes our other dairy products” as 
suggestive of a dairy product and, therefore, violative of the amend- 
ment. Similarly, in another case,’® the Commission found that the 
word “butter” was prominently displayed throughout the advertising 
and, in fact, emphasized as the most choice and flavorable ingredient of 
the product; it ordered discontinuance of the practice. In still another 
case,”° the Commission prohibited references to “cream” or “milk.” 
The placing of an advertisement for oleomargarine under the heading 
of “Dairy Foods” and inserting it between listings of cheese or other 
dairy products has been found in violation of this provision of 
the act.?? 

In each of the orders referred to above, the Commission inserted 
the proviso that nothing contained therein “shall prevent the use in 
advertisements of a truthful, accurate and full statement of all of the 
ingredients contained in said product.” 


It is of particular interest that it has been held unnecessary to 
introduce evidence that purchasers were induced by such representa 
tions to believe that the advertised oleomargarine is in fact a dairy 
product. Amended Section 15 does not require that the Commission 
determine whether or not challenged representations actually engender 
such a belief; all that is necessary in order for the Commission to 
allege and prove a violation of this section is that the respondent sug 
gested or implied that its oleomargarine is a dairy product.” 


Chairman's Observations in E. F. Drew & Company Case 


In delivering the opinion of the Commission in this case of first 
impression, Chairman Howrey included the following significant ob- 
servations : 

It is true, of course, that all of respondent’s advertising contained the word 
“oleomargarine” or “margarine” in large print, but the whole controversy leading 
up to the amended Section 15 of the Federal Trade Commission Act seems to be 
based on the assumption that the word “oleomargarine” is not by itself a sufficient 
negation; in other words, Congress se¢ms to have conclusively presumed that 
many people think that the product, even when described by its correct name, is 
a dairy product and that the use of the name “oleomargarine” does not prevent 
it from being palmed off to the public as such. Whether or not this legislative 
view was or is a valid one, is not for us to decide. 


” Reddi-Spred Corporation v. FTC, 1956 * Food Town, Inc. (Docket No. 6424) 
{CCH} Trade Cases { 68,251, 229 F. (2d) =E. F. Drew & Company, Inc. v. FTC, 
557 cited at footnote 18 


» The Blanton Company (Docket No 
6197): also, The Best Foods, Inc. (Docket 
No. 6380). 
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Congress was not merely striking at general misrepresentation or deception, 
already covered by existing law, but intended to deal specifically with the con- 
tention that the oleomargarine industry was attempting to profit from the good 


will of the dairy industry. 

the real purpose of the amendment seems to be, and the statutory lan- 
guage lends itself to this interpretation, to stop the practice of suggesting that 
oleomargarine is a dairy product by associating it with dairy terms .... It was 
intended, we believe, to reach a form of advertising which, thrcugh suggestion 
and the association of ideas, leads or may lead the consumer to believe that the 
particular oleomargarine in question is a dairy product. 

There is one other case involving oleomargarine which I would 
like to refer to here. A complaint was issued,” alleging that the terms 
“churns” and “churning” in advertising suggest that an oleomargarine 
is butter, contains butter, or is processed the same as butter—a real 
dairy product—and that they therefore violate the act. This case was 
not decided on the merits, but rather the complaint was dismissed on 
the grounds that the Commission had no jurisdiction over the re- 
spondents, who were found to be subject to the Packers and Stock- 
yards Act, and thus excluded by the specific provisions of the statute.** 
In dismissing the complaint, the Commission concluded that: 

from a consideration of the legislative history and from the lack of ambiguity 
in the provisions of the Statutes, . . . both the Commission and the Secretary 
of Agriculture are charged with responsibility, for proscribing deceptive practices 
in their respective fields. 

Legislation is now pending before Congress to clarify this 
situation. 

The broad authority and the varied activities of the Federal Trade 
Commission in many instances touch upon those of other federal 
agencies. This is especially true of the Food and Drug Administration, 
charged with responsibility for the labeling of these products. While 
Section 12 of the Federal Trade Commission Act excludes labeling 
from the definition of false and misleading advertising, the jurisdiction 
of the Commission over false and misleading statements on labels 
as a violation of Section 5*° has not been revoked. 


FTC-FDA Working Agreement 
In order to correlate more effectively the work of the Commission 
and the Food and Drug Administration and to prevent overlapping 
activities and duplication of effort, a working agreement between 





3 Armour and Company, et al. (Docket % Fresh Grown Preserve Corporation v. 

No. 6409). FTC, 1940-1943 [CCH] Trade Cases { 56,191, 

* Sec. 5(a)(6). 125 F. (2d) 917; Royal Baking Powder 
Company v. FTC, cited at footnote 11. 





FTC CONTROL OF FALSE ADVERTISING PAGE 613 


the agencies was devised. It was agreed that the Federal Trade Com- 
mission would exercise sole jurisdiction over advertising and the Food 
and Drug Administration over labeling, in the absence of express 
agreement to the contrary. While such an agreement might appear 
to delineate clearly and simply the respective areas of activity, con- 
tinuing and careful liaison is necessary in instances where (1) the 
same, or similar, claims are found in both labeling and advertising, 
(2) written, printed or graphic material may be construed as either 
advertising or as accompanying labeling or both, depending upon the 
circumstances of distribution, and (3) the article is a drug or device 
and appears to be misbranded solely because of inadequacy of direc- 
tions for use, appearing in the labeling, for conditions for which the 
article is offered in advertising generally disseminated to the public. 


Such liaison arrangements have also been established with a 
number of other government agencies, in order to prevent duplication 
or conflict of effort. 


Commission Activity in Rheumatism-Arthritis Field 


The Commission is making an effort to concentrate the expendi- 
ture of funds available for its false-and-misleading-advertising work 
in those fields where the greatest public interest prevails. Thus, 
attention was directed to the rheumatism and arthritis field a few 
years ago. It appeared that millions of Americans suffer from some 
sort of rheumatic or arthritic condition. Substantial numbers of such 
sufferers were found to be searching frantically for relief, eager to 
accept claims for alleged newly discovered panaceas. Many of them 
delayed competent medical treatment while they experimented with 
one advertised drug after another, while their condition grew pro- 
gressively worse and less amenable to proper treatment. These people 
had tried aspirin in most cases, and were looking for something more 
effective. When the Commission found proprietary products on the 
market which were essentially ineffective except for the analgesic con- 
tained therein and which were selling at several times the price of 


aspirin, formal corrective action was undertaken and vigorously 
prosecuted. The resulting orders for such internal medications re- 
quire generally that claims be limited to those for the temporary 
relief of minor aches and pains; the public is thereby truthfully in- 
formed, and permitted to purchase and use the products with full 
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knowledge of their limitations. The Commission remains active in 
this field and it is proceeding in other matters involving such products 
for internal use as rapidly as is permitted by the development of 
necessary evidence. 


In a related action, the Commission more recently issued a com- 
plaint against advertising for a book represented as offering a regimen 
providing a treatment or cure for rheumatism and arthritis.** The 
complaint alleged that such claims were false and misleading, and the 
case is now being litigated. Incidentally, it should be observed here 
that the Commission in this case is not seeking to dictate or control 
the content of the book itself, but simply the collateral claims as to 
the effectiveness of the system recommended therein. 


Still more recently, the Commission sponsored a series of clinical 
tests to evaluate the effectiveness of various brands of counterirritant 
preparations, offered for the relief and treatment of rheumatic and 
arthritic conditions by means of topical application. Asa result, several 
complaints have been issued * and the Commission is making every 
effort to correct advertising in this field as uniformly as possible in 
order not to promote competitive inequity and adequately to protect 
the public interest. 

Similarly, in the cosmetic field, the Commission undertook the 
correction of a widely prevalent situation existing in the perfume 
market. The challenged practices reached their height during the 
pre-Christmas season, when the sale of perfume reached its peak. 
The Commission alleged, and subsequently found as a basis for orders 
to cease and desist, that certain brands of perfume were being mis- 
represented in a variety of fashions. Misrepresentations included 
fictitious pricing, false claims of French origin, simulation of well- 
known and established brand names, and others.”® In these instances, 
the Commission was acting to protect the interests of established, 
reputable perfume houses, as well as the consumer. It is hoped that 
the practices involved in these cases have been corrected, but if de- 
velopments next Christmas indicate a resumption thereof, we can 
assume that the matter will receive the further attention required. 





*% Rhodes Pharmacal Company, Inc. vv. * Omega Chemical Company (Docket No. 





FTC, 1953 [CCH] Trade Cases { 67,607, 208 
F. (2d) 382; Dolcin Corporation et al. v. 
FTC, 1954 [CCH] Trade Cases { 67,791, 219 
F. (2d) 742; Pruvo Pharmacal Company 
(Docket No. 5778); Kordol Corporation of 
America (Docket No. 6088). 

% Witkower Press, Inc., et al. (Docket 
No. 6583). 


6753); Mentholatum Company (Docket No. 
6754); Whitehall Pharmacal Company 
(Docket No. 6755). 

* Maxwell Distributing Company, Inc. 
(Docket No. 6745); Saravel, Inc. (Docket 
No. 6687); L’Argene Products Company 
(Docket No. 6686); Yvonne, Inc. (Docket 
No. 6681). 
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Monitoring of Radio-Television Commercials 


During recent years, radio and television successively have become 
potent media for mass advertising. Television especially has made 
the public advertising-conscious, and this consciousness has been re- 
flected in the increasing numbers of comments received by the Com 
mission and by Members of Congress. During the last session of 
Congress, the Commission was given an additional appropriation to 
intensify its monitoring of such programs. In October, 1956, the 
chairman announced the organization of a new unit within the Lureau 
of investigation to monitor radio and television advertising, with 
particular attention to visual presentations. Members of the staff 
in Washington are now watching and listening to television advertis 
ing during the evening and, to a limited extent, around the clock. 
Similarly, attorneys in the branch offices are assigned to the monitoring 
and recording of radio and television commercials in their respective 
areas. This program is still too new to permit fair evaluation. How- 
ever, as reported in the press, the Commission has begun the issuance 
of complaints alleging visual misrepresentation. 

The increased activity of the Commission in the advertising field 
is also illustrated by the increasing number of formal proceedings. 
During fiscal year 1956, there were more than three times as many 
complaints involving foods and drugs as in fiscal 1951. This trend has 
continued during 1957. 


Huge Volume of Advertising Still Growing 


I have read that the total volume of advertising in 1956 represented 
an outlay of some $9 billion and it is expected to increase materially 
in 1957. It is only natural that an operation of such staggering pro- 
portions and complexities should require the services of an umpire 
employed by the public. Under our vigorous system of competition, 
businessmen and consumers alike demand that rules of fair play be 
established and followed. Many of these rules are promulgated in the 
laws which the Federal Trade Commission is administering. The 
Commission thereby becomes the umpire. 

The increasingly important role of advertising as an essential of 
our continuously expanding economy not only justifies, but demands 
such attention by the federal government. The Commission is seriously 
mindful that the importance of advertising—especially in the field of 
foods and drugs, because of the health aspect—has grown with our 


































PAGE 616 FOOD DRUG COSMETIC LAW JOURNAL—OCTOBER, 1957 


expanding economy and also in direct proportion to the lessening of 
direct, personal contact between producer and consumer. Few would 
deny today that advertising is indispensable to the maintenance and 
continued expansion of our American standard of living and our eco- 
nomic well-being. 


Public Interest in Integrity of Advertising 

It follows logically that the more important advertising becomes 

to the Nation and its well-being, the greater the public interest in main- 
taining its integrity. That interest flows from the dependence of the 
buyer on this facility for knowledge essential to his intelligent selection 
of those goods which best suit his needs. 


The seller has an equal interest in the integrity of advertising 
because of his desire to invest his advertising money with assurance 
that potential purchasers will have sufficient confidence in his claims 
to persuade them to select his products. This is an immediate and 
pressing interest. However, beyond that immediate interest, the 
seller must expect to rely increasingly upon the medium of advertising 
to acquaint the public with new products to be developed. For that 
reason any lessening of confidence in advertising not only will diminish 
the value of his advertising dollar, but jeopardize or—for practical 
purposes—destroy this medium of contact upon which his business 
future so largely depends. 


It is vital, for these reasons, that all of us recognize our common 
interest in utilizing the agencies and procedures provided by Congress 
to maintain the integrity and believability of advertising, of such im- 
portance to our economy and individual business well-being. [The End] 


* LEGAL ACTIONS AGAINST ‘CANCER REMEDIES" ¢ 


At Pittsburgh, on October 2, United States District Judge John L. 
Miller ordered the Hoxsey Cancer Clinic, Inc., of Pennsylvania to stop 
dispensing to out-of-state patients the “Hoxsey Treatment” or any other 
drugs represented to be that treatment for internal cancer. At Washing- 
ton, D. C., on October 11, federal Judge Alexander Holtzoff dismissed 
a suit by Harry M. Hoxsey calling for withdrawal of a public warning 
against the treatment. The warning posters have been displayed in United 
States post offices and other public buildings throughout the country. 


In an FDA report issued October 24,-Commissioner George P. 
Larrick said: “We believe the Pennsylvania injunction will effectively 
stop interstate distribution . . . from that State. Any action against distri- 
bution within Pennsylvania will have to be undertaken by State authorities.” 














New Drugs 
and the Durham-Humphrey Amendment 


By VINCENT A. KLEINFELD .. . Who Addressed the Annual 
ABA Meeting, in New York City, on July 12. Mr. Kleinfeld 
Ils Engaged in Private Practice of Law in Washington, D. C. 


HE WORD “LICENSING” has always been anathema to the 

food, drug and cosmetic industries. It still is. Even if the sub- 
stance of licensing is present, for some reason comfort is taken in 
form—in the fact that the ugly word is not employed. During most 
of the five years when the numerous bills leading to the passage of 
the Federal Food, Drug, and Cosmetic Act were being considered, 
there would have been a hue and outcry at the suggestion that those 
seeking to put a new drug on the market should be required, prior 
to distribution, to submit an application with accompanying data to 
the Food and Drug Administration and be authorized to market the 
product only if the government gave approval. Even the first bill 
(the so-called “Tugwell Bill”) introduced—S. 1944, Seventy-third Con- 
gress—which was used to frighten naughty children, did not include 
the new-drug provisions. Provisions of that character would have 
been labeled by the industries as some sort of horrible “ism.” The 
very language of the new-drug section, as finally enacted, the termi- 
nology of “applications becoming effective,” rather than the approval 
of the marketing of a new drug, reveals the attempt to sugar-coat 
what is basically a licensing provision. 

I think we will all agree that the new-drug provisions of the Act 
would not have had the remotest chance of being included in the 
statute except for the notorious elixir-sulfanilamide incident. While 
S. 5 (Seventy-fifth Congress), the bill which finally became law, was 
being considered by the House Committee on Interstate and Foreign 
Commerce, an event occurred which materially aided the enactment 
of an effective bill and caused the inclusion of the new-drug provisions. 
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During the fall of 1937, approximately 100 persons died as a result of 
taking an “elixir” sulfanilamide. Before the “elixir” was put on the 
market, it had been tested by its manufacturer for flavor, but not for 
its physical effects. No such tests were required by the Food and 
Drugs Act of 1906. The lethal effect of the drug was due to its con- 
tent of diethylene glycol, which had been used as a solvent in making 
a liquid preparation of sulfanilamide, usually administered in tablet 
or powder form. Besides the horrible consequences ensuing from the 
use of the drug, the incident was particularly important in conveying 
to Congress the inadequacies of the existing law, for, as explained by 
Secretary of Agriculture Wallace in his report to the Senate: ' 

Since the Federal Food and Drugs Act contains no provision against danger 
ous drvgs, seizures had to be based on a charge that the word “elixir” implies 
an alcoholic solution, whereas this product was a diethylene glycol solution. Had 
the product been called a “solution,” rather than “elixir,” no charge of violating 
the law could have been brought. 


House Committee Explanation of New-Drug Provisions 

Although, at this point, a new-drug provision was a necessity, 
lip service was paid to the assumption that the 1938 Act would not 
contain any provision which would constitute “licensing.” Thus, the 
legislative history of the Act contains a statement to the effect that 
the new-drug provisions were not to be considered as a “license con- 
trol” of new drugs.? The House Committee on Interstate and Foreign 
Commerce explained the new-drug provisions as follows: * 


Section 505(a) requires new drugs to be adequately tested before they are 
commercialized. In order to insure that the tests made have been complete, 
the introduction of a new drug in interstate commerce is prohibited unless the 
manufacturer has submitted full information showing that the drug has been 
adequately tested and has not been found to be unsafe for use under the con- 
ditions prescribed in the labeling. This is not a.license provision, but is intended 
merely to prevent the premature marketing of new drugs not properly tested 
for safety. One recent outstanding instance of the hazards this provision is 
intended to safeguard against was the introduction of an untested elixir sulfanila- 
mide, which claimed nearly 100 lives. 

This provision will not put the Federal Government into the business of 
developing new drugs, nor will it require the Government to duplicate laboratory 
and clinical tests made by responsible manufacturers. The provision merely sets 
up a method for the authoritative review of the manufacturer’s tests and will not 
unreasonably delay the introduction of new drugs in the market. It provides for 
court review of the decisions of the administrative agency adverse to the manu- 
facturer. 

It has been maintained that since a new drug is defined in the 
Act as a drug which is not generally recognized, among qualified 





1S. Document 124, 75th Cong., 2d Sess. *H. Rept. 2139, 75th Cong., 3rd Sess. 
2 See, for example, 83 Congressional Rec- 
ord T7384 
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experts, as being safe for use under the conditions specified in the 
labeling, a drug manufacturer may decide for himself whether his 
product is new and not submit any application, or even question, to 
the Food and Drug Administration. A manufacturer may theoretically 
determine, on the basis of investigations which he makes, that his new 
product is in fact generally recognized as safe by qualified experts in 
the field and thus does not fall within the definition of a new drug.‘ 
I feel that this is unrealistic. The definition of a new drug is so vague 
and broad—perhaps necessarily so—that it would be parlous indeed 
for a drug manufacturer to market a new product without obtaining 
an expression of opinion from the Food and Drug Administration. | 
remember some months ago speaking to an official of the agency 
about new drugs, and saying to him that I had revised the definition 
of a new drug so as to bring it up to date and make it realistic. He 
evinced puzzlement and asked what I meant. My reply was that the 
definition of a new drug should be, in a Gertrude Stein vein, as follows: 
“A new drug is a drug which the Food and Drug Administration says 
is a new drug.” The official seemed taken aback for a moment, but did 
not reply, obviously seeking refuge in his constitutional privilege 
under the Fifth Amendment. 


Effect of Section 201(p) 


It may be maintained, as I have pointed out, that a manufacturer 
may nevertheless take it upon himself, upon the basis of experimental 
work and advice from experts, to reach his own determination that 
his product is not a new drug. There must be taken into account, 
however, the second paragraph of Section 201(p), which many forget 
is in existence. This provides that even if a drug, as the result of in- 
vestigations to determine its safety for use, has become recognized 
as safe by experts, it is nevertheless a new drug if it “has not, other 
wise than in such investigations, been used to a material extent or 
for a material time under such conditions.” Assuming that the govern 
ment determines some day, when the political climate is proper, to 
apply both subsections of Section 201(p) to their fullest possible extent, 
there would be few new products which would not, by this Scylla- 
Charybdis approach, fall within the category of a new drug. 

The difficulties which a manufacturer of a really new product 
making his own determination would face, even though he might be 
entitled to the Congressional Medal of Honor for bravery, is revealed 





* Sec. 201(p), 21 USC Sec. 321(p). 
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by the one instance in which a drug manufacturer whose new-drug 
application had been rejected sought judicial review in a district 
court. Of course, in this instance the drug manufacturer had filed a 
new drug application; I mention the incident only because it high- 
lights what would probably be the attitude of almost any court before 
which a new-drug problem came. At the hearing before the United 
States District Court for the Northern District of Illinois, where the 
petition for judicial review of the government's order had been filed, 
counsel for the petitioner made an able presentation. He urged—in 
a lawyerlike, orderly manner—that the government’s determination 
that the data presented had not established that the product was safe 
for over-the-counter use was arbitrary and not supported by substantial 
evidence. At the conclusion of his presentation, the district judge stood 
up and said something like this to him: 

Counsel, what do you expect me to do? The Food and Drug Administration 
has concluded that this product cannot safely be used without the supervision of a 
doctor—do you expect me to substitute my judgment for the Government’s where 
danger to life may be involved? 

Then the learned judge turned to government counsel and said: 
“Counsel, what do you want me to do?” Government counsel made 
an erudite exposition. He declared: “Your Honor, I respectfully re- 
quest that the order of the Administrator be affirmed.” Presumably 
on the basis of this brilliant advocacy, the judge stated: “So ordered.” 
Of course, the government, as a zealous advocate, had adverted at 
considerable length in its brief to the history of the new-drug pro- 
visions of the Act and the number of persons who had died as a result 
of the consumption of elixir sulfanilamide. 


Vague Language of New-Drug Provisions 


The new-drug provisions of the Act are by no means clear or 
free from ambiguity. It is difficult indeed to make complete sense 
out of the definition of a new drug as being one which is not generally 
recognized among experts qualified by scientific training and experi- 
ence to evaluate drugs as safe for use under the conditions prescribed, 
recommended or suggested in its labeling. The lack of clarity is magni- 
fied by the further provision that even if a drug has become recognized 
as safe as a result of investigations, it nevertheless remains a new drug 
if it has not been used to a material extent or for a material time under 
such conditions. The vagueness of this language, of course, can work 





5 See Coughlin, t.a. Diamonex Company Kleinfeld and Dunn, ‘‘Federal Food, Drug, 
v. Federal Security Administrator, in and Cosmetic Act, 1938-1949," at p. 436 
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both ways. If a manufacturer were to take it upon himself to market 
a new product because, in his opinion, it did not fall within the defini- 
tion of a new drug, the government would have the not-inconsiderable 
burden of proving a negative—that the product was not generally 
recognized by qualified experts as being safe or that it had not been 
used to a material extent or for a material time under the conditions 
of use. This would not be a simple task, particularly if the drug 
manufacturer who was being prosecuted, or whose product had been 
seized, could find some qualified experts whose opinions were contrary 
to those held by other experts who, presumably, would testify on behalf 
of the government. 

The lack of clarity of the language of the new-drug sections 
perhaps a necessary vagueness—does not appear to have become an 
issue in judicial proceedings. Prior clearance is ordinarily obtained 
from the Food and Drug Administration; in those few cases where 
a product or its manufacturer was proceeded against on the basis 
that the product was a new drug for which an application had not 
become effective, no contest ensued. But even those who may con- 
tend that the new-drug provisions of the Act are reasonably clear 
must admit, I believe, that definite ambiguities were created when the 
Durham-Humphrey Amendment® to the statute was enacted. The 
amendment declares in part that a drug intended for use by man which 
is limited by an effective application under Section 505 to use under 
the supervision of a physician shall be dispensed only upon pre- 
scription. The Secretary of Health, Education, and Welfare, by 
regulation, may remove drugs “subject to” Section 505 from the 
prescription-dispensing requirement when such requirement is not 
necessary for the protection of public health. Let us take the case 
of a new drug sold only on prescription pursuant to an effective new- 
drug application. After years of selling on that basis, the manu- 
facturer determines that the product is now generally recognized by 
qualified experts as safe. He can reasonably maintain that his product 
is no longer a new drug when sold on prescription because now it 
does not fall within the definition of a new drug contained in Section 
201(p) of the Act. If this is correct, the provision of the Durham- 
Humphrey Amendment to the effect that prescription drugs “subject 
to” Section 505 may be converted, by regulation issued by the Secre- 


tary, into an over-the-counter product would not be applicable. This 


is because the product is no longer a new drug which may be sold 





*Pub. L. 215, 82d Cong., Ch. 578, Ist 
Sess. (H. R. 3298). 
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only on a prescription basis even though it has been one in the past. 
True, if the manufacturer wishes to sell his product over the counter, 
it may still be a new drug for that purpose, since it presumably will 
come under the second portion of the definition of a new drug con- 
tained in Section 201(p) because it has not been sold over the counter 
to a material extent or for a material time. But he argues that Section 
503(b)(3) is not applicable since his product is no longer a prescrip- 
tion item “subject to” Section 505. The difficulty with this position 
is that it renders Section 503(b)(3) a nullity. For if the product is 
“subject to” 


not now a prescription new drug, logically it cannot be 
Section 505 as a prescription item. It cannot be maintained with 
reason that the language of Section 503(b)(3) was inserted for no 
purpose whatsoever. In my view, therefore, that section does make 


reference to drugs for which new-drug applications for prescription 
dispensing were permitted to become effective. 


Government's Position Re Section 503(bi3) 


The attitude of the government is that Section 503(b)(3) is not 
directed (since it does not say so specifically) at a new drug which 
is now limited, by an effective application under Section 505, to pre- 
scription sale, but rather at products which at one time were so 
limited. The government’s position appears to be that if in the past 
a drug was so limited because at that time it was a new drug, it may 
be removed from sale on a prescription basis only by regulation issued 
under the Durham-Humphrey Amendment. This is so, the govern- 
ment seems to contend, even if the manufacturer is convinced that 
his product is now generally recognized as safe for over-the-counter 
sale and wishes to proceed under Section 505 and file a supplemental 
new-drug application. 


In my mind, an ambiguity exists. Apparently, the government 
is of the opinion that the position taken by it affords greater pro- 
tection to the consumer whom the Act is designed to protect and that 
that is the stand it will take until the courts rule otherwise. The 
government may feel that this position is justified in view of the 
hearings last summer on the proposed switch of hydrocortisone oint- 
ment from prescription to over-the-counter sale. It was not until 
there had been publicity attendant upon the proposed shift that the 
opposition was able to complete at least some testing which, in the 
opinion of the government, cast sufficient doubt upon the safety of 
the over-the-counter sale of the product as to warrant not authorizing 
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such distribution. Yet is it necessarily true that this kind of evidence 
can be obtained only after notice in the Federal Register and the 
holding of a public hearing? Section 505(d) declares, in part, that 
the Secretary may refuse to permit a new-drug application to become 
effective if, upon the basis of the information submitted to him as a 
part of the new-drug application, or upon the basis of any other in 
formation before him, he has insufficient information to determine 
whether the drug is safe under the proposed conditions of use. Thus, 
there is nothing to prevent the government, in connection with pro 
posed changes of drugs from prescription to over-the-counter status 
by means of supplemental new-drug applications, from seeking advice 
from qualified experts. 


Question of Competition 

The government may have believed, also, that if it did not take 
the stand that the switch from prescription to over-the-counter sale 
was required to be made pursuant to the Durham-Humphrey pro 
cedure, a particular drug manufacturer might make a competitive 
jump ahead of others marketing a similar product. In other words, 
suppose one manufacturer submits a supplemental new-drug appli 
cation under Section 505 for the switch. This must be hv ld in secrecy. 
If granted, he will, of course, have a real advantage over his com 
petitors until they prepare and submit their supplemental new-drug 
applications and the government ultimately acts on these applications. 
[ believe this is an undue and unnecessarily tender regard for com- 
petitors. First, I would not think that this is a factor to be considered 
in determining the scope of statutory language. Second, the problem, 
if it is one, could be met by informal administrative action. If the 
government is of the view that a drug can now safely be marketed 
over the counter and that the switch should be made, there is nothing 
to prevent the government from advising the manufacturers concerned 
that a supplemental new-drug application providing for the switch 
would be in order. In fact, it may be the duty of the government to 
do so. Also, there is no requirement pursuant to which the supple 
mental new-drug application filed by the first manufacturer must be 
given immediate and preferential attention. 

It can be argued—and with considerable logic, in my opinion— 
that the Durham-Humphrey Amendment does not deprive a manu- 
facturer of his right under the new-drug sections of the Act to submit 
a supplemental new-drug application by which his product would be 
shifted from prescription to over the counter sale, This position, by 
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no means leads to the conclusion that Section 503(b) (3) means little, 
if anything. 


Examination of Amendment's Legislative History 

There is nothing in the legislative history of the Durham- 
Humphrey Amendment which reveals any design on the part of the 
Congress to remove from the new-drug procedure of Section 505 all 
drugs for which new-drug applications were once made effective for 
prescription sale so that the manufacturer cannot, by following the 
Section 505 procedure, convert his drug to an over-the-counter product. 
The Durham-Humphrey Amendment clearly contemplates that a drug 
which can safely be sold over the counter should not be restricted to 
prescription sale.’ Of course, it is the duty of the Food and Drug 
Administration to enforce this intent of Congress. Here, it seems 
to me, is where Section 503(b)(3) comes into play. Suppose we have 
a situation where a new drug application has become effective for 
the prescription sale of a product. The manufacturer wishes, in this 
particular instance, to keep sales restricted in this manner. Years of 
use, however, with no adverse reactions, lead the government to 
believe that the drug can now safely be marketed over the counter. 
It would then be the responsibility of the government to proceed 
under Section 503(b)(3) and, presumably after a hearing where all 
available data can be presented, issue a regulation removing the 
product from the prescription category to the over-the-counter cate- 
gory. Under this construction, Section 503(b)(3) has definite meaning, 


yet it is not given a scope not set forth explicitly in the Durham- 
Humphrey Amendment or which follows from an examination of the 
legislative history. 

What difference does it make whether a drug manufacturer may 
make the initial primary decision whether his product is now a new 
drug which must continue to be sold on a prescription basis, or the 


government must proceed by regulation to authorize a change to 
over-the-counter status? I suppose that to some it is merely a matter 
of principle which is involved. Further, a manufacturer may think that 
obtaining a competitive advantage by foresight and initiative is not 
necessarily contraindicated by law. In addition, he may wish to have 
his supplemental new-drug application considered, as it should be, on 
the basis of safety. He may not relish a public hearing where repre- 
sentatives of special interests, not qualified to discuss the basic ques- 
tion of hazard or lack of hazard, are opposed to the over-the-counter 





* Sec. 503(d)(4), 21 USC Sec. 353(b) (4). 
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sale of his product ostensibly because they are protecting the con- 
sumer but actually because they may lose revenue. Last of all, is 
the manufacturer to be deprived of his right to seek judicial review 
and, particularly, in a district court under Section 505(h) of an ad- 
ministrative determination not to permit his product to be sold over 
the counter because the government chooses to proceed by means of 
the issuance of a regulation under the Durham-Humphrey Amend- 
ment?* In my opinion, these factors warrant further consideration of 
the problem by both the government and industry. 


Other Problems Requiring Judicial Determination 


There are many other problems created by the Durham-Humphrey 
Amendment which require judicial determination. In view of the 
confusing pattern of the amendment, and its deviation from the ap- 
proach approved by the Supreme Court in the Sullivan case,’ consti- 
tutional problems—including the scope of the commerce clause—are 
once more raised. In the Sullivan case, the government made it quite 
clear that the prosecution was bottomed on the proposition that 
Sullivan had violated Section 301(k) because, in effect, he had altered 
or changed the label. This approach is not taken in the Durham- 


Humphrey Amendment. Is the language of Section 503(b)(1)(B), 
referring to “toxicity, or other potentiality for harmful effect, or the 
method of its use, or the collateral measures necessary to its use,” 
sufficiently plain and understandable as to meet constitutional re- 


quirements’*® Can a druggist be prosecuted, under Section 503(b) 
(1)(C), for having sold, without a prescription, a new drug which 
the government has said may be sold only on prescription? How 
can a druggist determine at any moment whether a product is a new 
drug or that an effective application is in existence which provides 
for prescription-dispensing? The label may bear the prescription 
legend, but that imparts no information with respect to whether an 
effective new-drug application is in existence. Also, may a druggist 
be prosecuted, under Section 503(b)(1)(C), for having sold Manu- 
facturer A’s product without a prescription because an effective new- 
drug application for Manufacturer B’s similar product limits the 
latter drug to sale on a prescription basis? If the answer is in the 





* Sec. 701(e), 21 USC Sec. 371(e), specifies U. S. 594 (1950), should be taken into 
that review of various regulations may be consideration in this connection. 

had in the United States Courts of Ap- *U. 8. v. Sullivan, 332 U. S. 689 (1948) 
peals. No review of regulations issued * Compare U. 8. v. Cardiff, CCH Food 
under Section 502(b)(3) is provided for. Drug Cosmetic Law Reports { 7246, 344 
Ewing v. Mytinger d&@ Casselberry, 339 U.S. 174 (1952). 
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affirmative, presumably Manufacturer B may switch his new drug 
from prescription to over-the-counter sale without government ap- 
proval if Manufacturer A, by a supplemental new-drug application, 
has obtained such authorization. In view of the language of a pertinent 
committee report,’' will the government contend that not merely 
safety, but efficacy, are included under “other potentiality for harmful 
effect” or “collateral measures necessary to its use,” under Section 
503(b)(1)(B)? Is language comprehensible which states that the 
dispensing of a drug without prescription shall be deemed to be an 
act which results in the drug’s being misbranded while held for sale 
312 


that is, prior to the dispensing! 


Presumably it would have been a “pernicious oversimplification,” 


to use the language of a Supreme Court Justice, to have provided in 
the Durham-Humphrey Amendment that drugs required to bear the 
prescription legend must not be sold over the counter and to have 
spelled out in simple English what Congress and the Executive 
branch of the government intended. Rather, a most confusing and 
complicated approach was taken which requires intellectual gyrations 


to understand. Sooner or later, these problems—many of them un 
necessary ones—must be resolved by the courts. Meanwhile, I sup 
pose, the language chosen serves one extremely useful purpose: 
It certainly should provide work for lawyers. [The End] 


* NEW PLANT ESTROGEN DISCOVERED * 


The United States Department of Agriculture announced on October 
29 that a new, potentially valuable estrogenic hormone has been isolated 
from Ladino clover. Its structure has been determined by Agricultural 
Research Service scientists. The new hormone, named “coumestrol,” is 
known to be present in alfalfa and strawberry clover, as well. It was 
discovered at the Department’s Western Utilization Research and 
Development Division, at Albany, California. 

Coumestrol is not only different in chemical structure from known 
animal estrogens, but it differs also from previously isolated plant. estro- 
gens. The new compound, which is a crystalline substance, is about 30 
times more active than genistein—one of the most potent estrogens 
previously reported in forage crops. However, it is considerably less 
powerful in its effects on animals than is the synthesized estrogen stil- 
bestrol. The latter is used to promote faster weight gains in feeder cattle 
and poultry. 





1S, Rept. 946, 82d Cong., Ist Sess., p. 4. 
2 Sec. 503(b)(1)(C). 





Net-Weight Marking 
of Packaged Meats 


By CHESTER ADAMS 


Mr. Adams, American Meat Institute Staff Attorney, Shows Why More 
Knowledge of Meat Shrinkage—Basic Cause of Trouble in Net-Weight 
Marking—ls_ Essential to More Intelligent Handling of Pertinent 
Regulatory Problems. He Suggests Further Research and Education 


ACKAGED MEATS which, under the Federal Meat Inspection 

Act and the Federal Food, Drug, and Cosmetic Act, must bear 
on the labels accurate net-weight statements present special problems 
to the processor, the wholesaler and the retailer, as well as to officials 
charged with the enforcement of net-weight laws and regulations. 
Often there is a lack of mutual understanding between enforcement 
officials and food dealers and processors confronted with the task of 
finding practical ways of complying with state and federal legal 
requirements. 


One of the basic causes of difficulty lies in the nature of meat 
itself. It is a product high in moisture content (as much as 70 per cent 
in the case of lean beef and veal) and the moment a cut is taken from 
the carcass, it begins to lose moisture and, consequently, weight. This 
process continues until final use, the rate depending on a number of 
variables, including original moisture content, time, temperature, 
humidity, etc. Because of legal requirements which generally preclude 
sale by the piece, meats must be weighed at some time; some kinds of 
meat may be weighed several times. Right after it is weighed, a cut 
of meat continues to lose weight, and never again wiil it weigh as much 
as it did when the weighing operation was performed. 


There is little or nothing that anyone can do to alter the fact of 
shrinkage. About all that anyone can do is to decide at what time or 
times during the comngrcial life of a cut of meat its weight should 
be taken and (if it is packaged) marked on its label. The existing 
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form of statutory law, which has evolved through all the years of 
experience with this problem, requires each person who places food in 
a package to weigh it and mark the correct net weight on it. In the 
case of meat, the marking is required by regulations under the Meat 
Inspection Act, and the weighing and marking process is supervised 
by inspectors of the Meat Inspection Division of the United States 
Department of Agriculture. The Federal Food, Drug, and Cosmetic 
Act—which governs meat to the extent that the Meat Inspection Act 
does not apply—recognizes shrinkage, in a provision which states: 
“Reasonable variations shall be permitted and exemptions as to small 
packages shall be established, by regulations prescribed by the Sec- 
retary.” This has been supplemented by a regulation which states: 


(k) Where the statement does not express the minimum quantity: 


(1) Variations from the stated weight or measure shall be permitted when 
caused by ordinary and customary exposure, after the food is introduced into 
interstate commerce, to conditions which normally occur in good distribution 
practice and which unavoidably result in change of weight or measure. 


(2) Variations from the stated weight, measure, or numerical count shall be 
permitted when caused by unavoidable deviations in weighing, measuring, or 
counting individual packages which occur in good packing practice. But under 
subparagraph (2) of this paragraph variations shall not be permitted to such 
extent that the average of the quantities in the packages comprising a shipment 
or other delivery of the food is below the quantity stated, and no unreasonable 
shortage in any package shall be permitted, even though overages in other 
packages in the same shipment or delivery compensate for such shortage. 


(1) The extent of variations from the stated quantity of the contents per- 
missible . . . in the case of each shipment or other delivery shall be determined 


by the facts in such case. [21 CFR Section 1.8(k), (1).] 


How Variations Arise 


This regulation recognizes that variations from marked weights 
may arise from two sources: (1) shrinkage after introduction into 
interstate commerce; (2) unavoidable inaccuracies in weighing and 
packaging. In the latter case, the average weight must equal the 
stated weight so that shortages will be compensated for by overages. 
In the case of shrinkage, there is no requirement of overpacking. In 
fact, consistent overpacking to compensate for shrinkage appears to 
be a violation—since, at the time interstate shipment began the label 
would not bear “an accurate statement of the quantity of the contents.” 

The federal requirement of marking thé@net weight on packaged 
meats contemplates that the marked weight will represent the actual 
weight at the time the product is introduced into intersate commerce. 
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However, even where there is strict compliance with federal require 
ments, controversies with local officials frequently arise. Most of such 
conflicts arise from the difficulty of reconciling the fact of shrinkage 
with the understandable aim of making sure that net-weight markings 
on packaged foods are correct. It is evident that, in the case of a 
food which loses weight through evaporation of moisture, at some time 
or another the marked weight will be wrong and the only way in 
which the packer could avoid an apparent weight deficiency would 
be through overpacking. This procedure has been suggested on 
occasion and, in fact, was approved by the court in City of Seattle v 
Goldsmith, 73 Wash. 54, 131 Pac. 456 (1913). In this case, it was held 
that an ordinance was valid which required the true net weight or 
measure to be marked on containers, but failed to make allowances 
for loss of weight by evaporation. The court merely said that under 
such an ordinance the loss would fall on the packer instead of the 
consumer. Such a view is, of course, inconsistent with the federal 
requirement of marking with “an accurate statement” of weight when 
the product is introduced into interstate commerce. In addition, it 
is contrary to other more recent decisions. In U. S. v. Kraft Phenix 
Cheese Corporation, 18 F. Supp. 60, it was held that if weight deficiencies 
did not exceed “the reasonable variations or tolerances established 
by the government, then no offense was committed.” 

In Ex Parte Humphrey, 224 S. W. 822, a Texas court construed a 
package-marking statute. This statute provided that reasonable varia- 
tions “may” be permitted, and tolerances and exemptions allowed 
under such rules and regulations as “may” be made by a designated 
administrative officer. Though the word “may” was used in the 
statute, the court held that the authority conferred upon the officer 
was mandatory, and he must prescribe variations and tolerances. 


In Overt v. State of Texas, 260 S. W. 856 (1924), a statute which 


required the net-content marking of packages of all commodities and 
which made no provision for variations and tolerances, was declared 
to be harsh and oppressive, unenforceable, and unconstitutional. It 


was pointed out that, in the absence of such a provision, food dealers 
would be required to perform daily the unreasonable task of reweigh- 
ing and re-marking all packaged products. 

In 1955, the Supreme Court of New Jersey held that state law 
required allowance for reasonable variations from marked weights of 
packaged food (State of New Jersey v. Hotel Bar Foods, CCH Food 
Drug Cosmetic Law Reports { 85,158, 112 Atl. (2d) 726). 
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Net-weight officials who recommend overpacking as a solution 
to the problem of shrinkage are likely to be vague as to the amount 
of overpacking which is permissible. Presumably, the packer is sup- 
posed to overpack to the extent necessary to cause his product at all 
times and under all conditions to weigh no less than the marked 
weight. A point which may be overlooked is the fact that the problem 
involved in calculating the amount of overpack is essentially the same 
as determining whether the amount of shrinkage in a given situation 
is reasonable. Furthermore, the legality of overpacking under the 
federal statute is glossed over or ignored. 

Apparently it is only when overpacking begins to assume sizeable 
proportions that the state net-weight official is concerned. Last year, 
the National Conference on Weights and Measures, in condemning 
“extraordinary terms used in the sale of various commodities,” came 
to the conclusion that “you cannot legally use in trade a larger than, 
within tolerance, correct size, weight, or measure, or weighing or 
measuring device.” 

Confusing Factor 

A factor apparently responsible for much misunderstanding is the 
confusion which is created through failure to distinguish between 
marking of net weight and selling on the basis of net weight. Net- 
weight marking is required by federal and state laws but, because 
shrinkage varies with conditions which cannot be controlled or fore- 
seen, it is impossible to place a net-weight marking on a package of 
meat which will be an actual net weight at all times and under all 
circumstances up to the time the meat is consumed. 

After a product is marked according to legal requirements, the 
sale of that product may be governed by an entirely different law or 
ordinance. Whether or not the marking was done correctly, the seller 
is under an obligation to deliver the full weight agreed upon by the 
contract of purchase and sale. If the obligation by law or contract is 
to deliver full net weight, then the marking on the package should 
have no bearing on this aspect of a seller’s responsibility, except as it 
might be useful in determining what the agreement of the parties 
actually was. 

A proposal which has been advanced over a period of several 
years with the hope that it will solve weight-marking problems is to 
amend the Federal Food, Drug, and Cosmetic Act to permit the omis- 
sion of weight declarations on certain packaged meats which would 
be labeled with the legend: “To be weighed when offered for sale to 
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consumer.” (House Joint Resolution 496, Eighty-fourth Congress, 
Second Session. ) 


Admittedly, one way to avoid the misunderstanding which may 
arise because of shrinkage is to make no representation as to weight. 
The packer would save the expense of weighing and marking, and the 
burden of supplying correct weight might be more clearly placed on 
the retailer. It appears, however, that there are wide differences of 
opinion in the meat trade as to the desirability of such legislation. 
\s proposed, it would not be compulsory and would apply only to: 


prepared meat and meat food products packaged or wrapped in individual 
units of variable weights or sizes for sale to the consumer intact, and prepared 
meat and meat food products which are customarily sold not as a unit but in 
portions which are net weighted at time of sale to the consumer 

Under the proposal, weight markings might be omitted as com 
petitive conditions might indicate, and since not all packaged meats 
would be covered, a highly confusing situation could easily result. 

Advantages which may be inherent in requiring of weight mark- 
ings on packaged foods of any kind which are shipped in interstate 
commerce are likely to be even more beneficial in the case of packaged 
meats, for the reason that interstate shipments of meat must pass the 
strict federal meat inspection. Meat presently is the only food which 
is subject to continuous and strict federal scrutiny, with a constant 
check on accuracy of weights being included within the scope of the 
inspection. Moreover, since moisture content of many products is 
controlled by the same inspection, shrinkage is held to a reasonable level. 

In some states, meat inspection is patterned closely after the 
federal system. Nevertheless, there may be a question as to whether 
the proposed discontinuance of federal supervision over weighing of 
meat products would be in the public interest. 

It has been pointed out frequently that shrinkage involves only 
loss of moisture, which is without nutritional value. The net-weight 
official may exhibit impatience with this argument since, in most cir- 
cumstances, it is not a part of his job to regulate moisture content; 
whether the product is moist or dry, he feels that marked weight and 
delivered weight should be identical. Nevertheless, it is becoming 
increasingly apparent that a better knowledge of shrinkage charac- 
teristics on the part of all concerned is essential for more intelligent 
handling of the problems which arise. In a field where few rules of 
thumb can be applied, it appears that the most good could be derived 
from further research and education. [The End} 





Pesticide Regulation 


in the Department of Agriculture 


By JOHN T. COYNE 


The Author Is Assistant Head, Pesticide Regulation Section, Plant 
Pest Control Division, Agricultural Research Service, United States 
Department of Agriculture. He Sets Forth History of the Acts (1910 
and 1947) and Shows How USDA Cooperates with FDA in These Matters 


ESTICIDE REGULATION in the Department of Agriculture had 

its origin with the enactment of the Federal Insecticide and Fungicide 
Act of 1910 (36 Stat. 331, 7 USC Sees. 121-134), which became effective 
on January 1, 1911. The provisions of the 1910 act were aimed primarily 
at the prevention of adulteration and misbranding of insecticides and 
fungicides. That act had special provisions relative to the arsenical 
content of Paris green and lead arsenate and required an ingredient 
statement if any of the ingredients of the product were inert. The 
1910 act also required that any statements on the label concerning 
either the product or its ingredients were not to be false or misleading 
in any particular. However, the original law made no specific reference 
to the possibility of injury to humans or domestic animals nor did it 
require directions for use or caution statements. At the time the 1910 
law was enacted, the products under its jurisdiction were relatively 
simple and consisted primarily of inorganic compounds such as Paris 
green, Bordeaux mixture, arsenicals and similar materials. 

The present pesticide law, the Federal Insecticide, Fungicide, and 
Rodenticide Act (61 Stat. 163, 7 USC Secs. 135-135K) was enacted on 
June 25, 1947, and became fully effective one year later. This law was 
enacted as a result of recognition by the Congress, the industry and 
the department that the insecticide act of 1910 had become outmoded 
and that a new law should be enacted which would serve as a model 
for future state laws. The 1947 act exceeded the scope of its predecessor 
by (1) the inclusion of weed killers and rodenticides, (2) the require- 
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ment for registration so that labeling could be corrected, if necessary, 
before interstate shipment of the product, (3) the requirement of pre- 
cautionary labeling to protect the health of persons using the product 
and others who might be exposed to it, (4) the requirement that direc- 
tions for use must appear on the label when necessary for the proper 
use of the product and (5) the authorization for cooperation with the 
states to promote uniformity of pesticide regulation at the federal and 


state levels. 

The Federal Insecticide, Fungicide, and Rodenticide Act of 1947 
authorizes the Secretary of Agriculture to regulate the marketing of 
economic poisons and devices in interstate commerce. This authority 
has been delegated by the Secretary to the pesticide regulation section, 
plant pest control division, agricultural research service. The act is 
designed to protect the users of economic poisons from physical injury 
or economic loss in the use and purchase of these materials. It is also 
intended to protect the general public from injury by exposure to, or 
contact with, these materials in transit or storage, while held for sale, 
or after application, This is accomplished by requiring labeling that 
bears adequate directions for use and precautions so that users will be 
certain of what they are using and how to use it safely. 

The term “economic poison,” as used in the act, “means any sub 
stance or mixture of substances intended for preventing, destroying, 
repelling, or mitigating any insects, rodents, fungi, weeds, and other 
forms of plant or animal life or viruses, except viruses on or in living 
man or other animals, which the Secretary shall declare to be a pest.” 
The term “device” is defined in the act as “any instrument or con- 
trivance intended for trapping, destroying, repelling, or mitigating 
insects or rodents or destroying, repelling, or mitigating fungi or such 
other pests as may be designated by the Secretary . . . .” The term 
“device” does not include equipment used for the application of eco- 
nomic poisons when sold separately therefrom. The authority given 
to the Secretary to increase the scope of the act by naming additional 
pests has not been exercised to date. 

Basically, the administration of the law encompasses two func 
tions—a registration program and an enforcement program, While 
the programs have the same common objective, the procedures in- 
volved in each differ markedly, so they should be considered separately. 


Registration Activities 
Section 4a of the Federal Insecticide, Fungicide, and Rodenticide 
Act requires that “Every economic poison which is distributed, sold, 
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or offered for sale in any Territory or the District of Columbia, or 
which is shipped or delivered for shipment from any State, Territory, 
or the District of Columbia to any other State, Territory, or the Dis- 
trict of Columbia, or which is received from any foreign country shall 
be registered with the Secretary [of Agriculture].” 

To meet this requirement, applicants submit specimen labeling 
for acceptance by the section prior to interstate shipment of the prod 
uct they propose to market. Such labeling must show: (1) the name 
and address of the manufacturer, registrant or person for whom the 
product was manufactured; (2) the name, brand or trade-mark under 
which the article is to be sold; (3) the net weight or measure of the 
content; (4) a statement of all claims to be made for the product in- 
cluding the directions for its use; (5) proper precautionary labeling 
and, if the product is highly toxic to man, the skull and crossbones and 
the word “poison” appearing prominently in red on a background of 
distinctly contrasting color, as well as a statement of an antidote for 
the economic poison. In addition to the specimen labeling, the appli 
cant must submit, when requested, a full description of tests made to 
prove the effectiveness and safety of the product. 

The pesticide regulation section reviews labeling submitted for 
registration, as well as the supporting data to determine that such 
labeling meets the requirements of the act and that the product can 
be used safely and give the pesticide performance claimed for it when 
label directions are followed. However, products are not tested to 
verify label claims as part of the registration process. When it is de- 
termined that the product appears to be in compliance with the law, 
it is registered for a five-year period. Unless information is obtained 
later which shows that the product fails to comply in some respect, it 
may subsequently be reregistered for an additional five-year period if 
the registrant indicates he wishes the registration continued. It is 
significant to note that the registration requirement applies only to 
economic poisons. While devices subject to the act must comply with 
it in all respects, they need not be registered. In a normal year, ap 
proximately 4,000 labels for new products are registered, 3,000 dis- 
tributors’ brands are accepted for registration, and 3,500 existing 
registrations are amended by submission of revised labeling. 

Section 7a of the Federal Insecticide, Fungicide, and Rodenticide 
Act cites specific exemptions from the penalty provisions of the statute. 
Under one of the exemptions specified, there is no violation of the act 
if a product is shipped interstate without being registered if the prod 
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uct is shipped for experimental use only under the supervision of any 
state or federal agency authorized by law to conduct research in the 
field of economic poisons. Further, if an experimental permit has been 
obtained from the section, the product may be shipped interstate for 
experimental use by private groups. 

Experimental permits are of two types: specific and general. A 
specific permit authorizes only one specified shipment. A general 
permit is issued to cover two or more shipments over a period of time. 


The experimental provisions of the act were intended to foster 
development of new materials. They apply to those products which 
have been found to have economic-poison value but for which further 
testing—usually on a larger scale—is necessary to determine their 
limitations and obtain other information required to warrant registration. 


Experimental shipments may involve either new materials or estab 
lished materials being tested for new uses. Labeling requirements for 
products shipped under experimental permits are similar to, but not as 
extensive as, the labeling requirements for registration. However, the 
labeling of all materials shipped under experimental permit must bear the 
statement “for experimental use only” prominently on the container label. 
In addition, such labeling must include a warning or caution statement, 
when necessary ; the name and address of the applicant for the permit ; the 
name of the formulation; and, if the product is to be sold, the names and 
percentages of the principal active ingredients. If the product is fur 
nished without charge, the ingredient statement is not required. Prior 
to July 22, 1954, if a product being tested experimentally left residues 
on food or feed crops, the experimental permit for such use would 
require the destruction of the food or feed crops, or the use of such 


crops only for toxicity testing. However, with the enactment of 


Public Law 518, the pesticide-residue amendment to the Federal Food, 
Drug, and Cosmetic Act (68 Stat. 511; 21 USC Supp. Sec. 346), pro 
vision was made for the creation of temporary tolerances to cover 
residues resulting from the experimental use of pesticide chemicals 
on raw agricultural commodities. Under the provisions of that amend- 
ment, any person who has obtained an experimental permit under 
the Federal Insecticide, Fungicide, and Rodenticide Act may request 
a temporary tolerance from the United States Food and Drug Ad- 
ministration to cover the experimental use of the material on raw 
agricultural commodities. If a temporary tolerance is established, 
and the resulting residues, at harvest, on the crops to which the 
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chemical is applied do not exceed that tolerance, the crops need not 
be destroyed. 


Enforcement Activities 


Section 6a authorizes the Secretary of Agriculture to make rules 
and regulations for carrying out the provisions of the act, including 
the collection and examination of samples of economic poisons and 
devices. Pursuant to this authority, the pesticide regulation section 
conducts an enforcement program which includes the collection, chemical 
analyses and biological testing of products subject to the law. The 
program also involves examination of formulations to determine their 
toxicity and thus provide a basis for determining the adequacy of 
precautionary statements. In addition, the labeling for each sample 
collected from interstate commerce is thoroughly reviewed. The pur- 
pose of this program is to determine that the product and its labeling 
do not violate any of the provisions of Section 3a, under which are 
specified the “prohibited acts,” and to ascertain that the essential com- 
ponents of acceptable labeling as set forth in Section 2 and Section 4 
are present and adequate. 

Section 3a declares unlawful any interstate shipment of an 
economic poison which has not been registered or the shipment of 
any economic poison if the claims or directions for use of that product 
differ in substance from the representations made in connection with its 
registration. The same section prohibits the interstate shipment of 
products determined to require coloring or discoloring, unless this 
requirement has been met. Economic poisons which are adulterated 
or misbranded and devices which are misbranded are also prohibited 
from interstate commerce. 

If the chemical analysis, biological testing or label review reveal 
that the product or its labeling contravenes any of the provisions 
of the act or fails to include all the required information, recom- 
mendation for enforcement action may be initiated. This recom- 
mendation may ultimately result in either prosecution of the shipper 
or seizure of the product, or both, as authorized in Sections 8 and 9. 

If a criminal proceeding is contemplated, a notice in writing is 
sent to the person responsible for the introduction of the product into 
interstate commerce. Such notice will state with particularity the 
manner in which the product has been determined to fail to comply 
with the act and it provides the recipient with an opportunity to 
offer such written explanation as he may desire. He is also allowed 
an oral hearing in addition to such written explanation, if he requests 
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the hearing within 20 days of receipt of the notice of violation. Since 
the enactment of the statute in 1947, the vast majority of products 
found to be in violation have been reformulated or their labeling re- 
vised so as to meet the requirements of the law as a result of these 
notices of violation and/or the oral hearings provided. In this manner, 
compliance is achieved most economically and expeditiously; un- 
necessary litigation is avoided. As contrasted with the procedure with 
respect to potential prosecutions, no notice or hearing is required prior 
to the seizure of any economic poison. Economic poisons shipped 
interstate are subject to seizure if they are not registered, are adulter- 
ated or misbranded, their labels fail to carry any of the information 
required by the act, or the coloration requirements of the act have not 
been met. A device shipped interstate is subject to seizure if it is 
misbranded.” 

Among the prohibited acts specified in Section 3a of the law are 
the importation and exportation of products which have not been 
registered, which do not have a label bearing the essential information 
required by the act or which are adulterated or misbranded. With 
respect to imports, these prohibitions are implemented by Section 10 
of the act, under which the Secretary of the Treasury is authorized to 
cooperate in the administration of the law by serving notice to the 
Secretary of Agriculture of the arrival of economic poisons and de- 
vices offered for importation. That section authorizes the Secretary 
of the Treasury to deliver samples of such products to the Secretary 
of Agriculture upon request of the latter and upon due notice to the 
consignee of the action being taken. As a matter of practice under 
delegations of the basic authorities cited, customs inspectors at the 
various ports of entry to the United States notify the pesticide regu- 
lation section of the arrival of economic poisons or devices which 
are being imported or offered for import. If a preliminary check 
indicates that the product does not bear registered labeling or if an 
examination of a sample proves it to be adulterated or misbranded or 
otherwise in violation of the act, it may be refused admission until 
it has been brought into compliance. Also, if the product is otherwise 
dangerous to public health or its sale is forbidden or restricted in the 
country of its origin, it may not be admitted, and must be exported 
within three months. Otherwise the product will be destroyed. Section 
10 also provides for the release of products to the consignee pending 
their examination, provided a penal bond is executed in favor of the 
Secretary of the Treasury for the full invoice value of the goods and 
the appropriate duty. If it is subsequently determined that the product 
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cannot be admitted, the shipment must be returned to the customs 
inspector or the bond forfeited. 


Public Law 518 

On July 22, 1954, the Congress enacted Public Law 518, the 
pesticide residue amendment to the Federal Food, Drug, and Cosmetic 
Act. There are two responsibilities assigned to the Secretary of 
Agriculture, which are set forth in Section 408(1) of that statute. 
One responsibility is the certification of usefulness. As a condition 
precedent to the determination of a safe residue level for any pesticide 
chemical use, the United States Department of Agriculture must 
certify that the pesticide chemical is useful for the purpose for which 
a tolerance or exemption is sought. In the event USDA refuses to 
certify affirmatively or if the certification is limited or restricted, 
the person requesting the certification may request an administrative 
hearing in accord with the provisions of the Administrative Procedure 
Act. The determination resulting from such hearings are, in turn, 
subject to judicial review in the appropriate United States court of 
appeals. 

Section 408(1) also requires USDA to transmit to the Food and 
Drug Administration, with any certification of usefulness,.an opinion 
as to whether the tolerance or exemption proposed in the petition 
reasonably reflects the amount of residue likely to result when the 
pesticide chemical is used as proposed. However, the opinion on 
residue is not appealable. 

These functions of USDA under Public Law 518 are not regu- 
latory per se. The fundamental responsibility for the enforcement of 
that law rests with the Food and Drug Administration. However, in 
consonance with the legislative intent expressed in the hearings pre- 
cedent to the enactment of the statute, the Federal Insecticide, Fungi- 
cide, and Rodenticide Act is administered so as to mesh with the 
requirements of Public Law 518. To be more specific, since the enact- 
ment of Public Law 518, the pesticide regulation section has registered 
under the Federal Insecticide, Fungicide, and Rodenticide Act only 
those new materials or new uses of established materials which have 
been proven to be in compliance with Public Law 518. In addition, 
measures have been initiated to inform existing registrants of the re- 
visions required in their existing labeling to bring it into compliance 
with the Pesticide Residue Amendment. It is anticipated that such 
action will contribute to a smooth and expeditious transition to label- 
ing that meets the provisions of both statutes. [The End] 





Chemical Additives— 
‘Public-Health Problem No. | 


By GEORGE A. MICHAEL 


This Study Tells Why Integrated Cooperation of Food-Drug Officials and of 
the Food-Drug Industries and Their Representatives Continues to Be a ‘‘Must"’ 


HE ADDITION of chemicals to food has been with us for many 

generations. However, until immediately after World War II, 
chemical compounds recognized as poisons were tabooed by public 
health officials. As far back as 1906, Harvey Wiley led his successful 
campaign for the Federal Food and Drugs Act in preventing highly 
toxic chemicals from being used as food preservatives. He was able 
solidly to regiment public opinion, with the aid of women’s clubs, be 
hind the drive for the Act with his revelation that highly toxic com 
pounds were being used as food preservatives. Now his successors and 
the state and local public-health officials face a situation many hundred 
times more dangerous to the consumer. Just how did this come about? 


Prior to World War II, German chemical industries initiated an 
extensive research program to develop new and more potent insecti- 
cides in the continual fight by man to save his food supply from the 
ravages of the insect world. This work not only led to the develop- 
ment, of such insecticides as the organic phosphates, but also led to 
their use as deadly war gases of the type known as nerve gases. Fol- 
lowing World War II, these organic phosphates were introduced to 
American agriculture for use as powerful insecticides on growing 
crops. After the deaths of several workers, public-health officials in- 
sisted that proper safeguards be provided to protect the workers in the 
fields, and subsequently the consumer, from harmful residues that may 
result from the improper use of these materials. This process, as far as 
the consumer was concerned, was accomplished to a great degree by 
requiring that the insecticides be applied not later than three weeks 
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before harvest, with tests having shown that no toxic residues would 
remain after the action of the sun and rain on these compounds. This 
incident, and others parallel to it, led to a movement by public-health 
officials, agriculture interests and the chemical industries concerned to 
bring about the passage of federal law requiring adequate control of the 
application of these highly toxic compounds and the establishment of 
a so-called tolerance of safety for residues on the harvested produce. 
From this movement was born the Miller Amendment to the Federal 
Food, Drug, and Cosmetic Act. This amendment provided that if the 
Secretary of Agriculture of the United States certified that a chemical 
had, in his opinion, a use in agriculture, then the application for the use 
of this chemical would be turned over to the United States Food and 
Drug Administration to determine a tolerance of safety for residuals 
remaining on the crops. This resultant process of law, which was con- 
sidered to be the solution of a problem, soon gave rise to a much more 
serious problem. In my opinion, we had jumped from the frying pan 
into the fire. 


Certain individuals, not being satisfied with the gains made, get to 
work with their legal consultants to broaden the scope and application 
of the Miller Amendment. Whereas public-health authorities were led 
to believe that the Miller Amendment concerned only the addition of 
insecticides and pesticides to crops in the field before harvest, legal 
interpretations brought about inclusion, into the scope of the amend- 
ment, of the addition of preservatives, including bacteriostatic and 
fungistatic chemicals to agricultural products after harvesting. While 
the legal interpreters were about it, they calculated that they should go 
even further, and, to broaden the base of the amendment, used a United 
States Supreme Court decision that an animal grown on a farm was a 
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raw agricultural product. Since the term “raw agricultural product” 
was substituted for the word “crops” in the promulgation of the Miller 
Amendment, according to this decision, any animal raised on a farm 
became a raw agricultural product. Of course, one should not look 
upon the farmer’s beautiful daughter as a raw potato, simply because 
our Supreme Court interpreted a law written by “humble” man as 
meaning that she is a raw agricultural product. 

Now with this bit of “legal rigmarole” accomplished, the stage was 
set for “invasion” of the chemical additive into an entirely new field. 
The first step taken was the addition of a well-known antibiotic, incor- 
porated into a special process and applied to raw, dressed poultry. 
This was possible because the Food and Drug Administration in its 
regulations, promulgated under authority of the Miller Amendment, 
made in essence the distinction that raw poultry which was not frozen 
was a raw agricultural product while raw poultry which was frozen 
was not a raw agricultural product. This determination, of course, 
resulted from the United States Supreme Court decision and, in my 
opinion, should not be in criticism of the Food and Drug Administration. 


The intent of the Miller Amendment as set forth, in an outline 
describing the purpose of the law, by the Food and Drug Administra 
tion was to provide for the safe addition of an insecticide, pesticide or 
fungicide to crops. Again, it should be pointed out that the word 
“crops” was used throughout the outline. The use of an antibiotic on 
raw poultry was explained away thus: 

The antibiotic is a bacteriostatic agent. This property inhibits the growth 
of spoilage organisms and therefore acts as a temporary preservative. Since 
insecticides, pesticides and fungicides are preservatives in a sense that they 
preserve crops and are covered by the scope of the Amendment, therefore the 
antibiotic is included within the scope of the Amendment. Further, since poultry 
is raised on a farm and since a farm is an agricultural environment, therefore, 
raw dressed cut-up poultry is a raw agricultural product. Therefore, the use 
of the antibiotic on raw dressed cut-up poultry is the use of a pesticide on a raw 
agricultural product. 

At this point, one of my old teachers must have turned over in her 
grave for having taught me about the three kingdoms—the animal, the 
vegetable and the mineral—she did not realize the power of man-made 
law and its interpretations. 

This is just the start! There are hundreds of chemicals now being 
contemplated as additives to food. 


The passage and subsequent interpretation of the Miller Amend- 
ment has to a great degree served to nullify the so-called per-se aspect 
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of the addition of poisonous and deleterious substances to food. In the 
classic case of U. S. v. The Commonwealth Brewing Corporation, the 
court upheld the Food and Drug Administration in its claim that the 
addition of 12 parts per million of sodium fluoride to beer was an adul- 
teration of a food, since sodium fluoride was a poisonous and deleteri- 
ous substance and that it was not necessary for the Administration to 
prove that the use of 12 parts per million of sodium fluoride was poison- 
ous or deleterious in the quantities used, especially since such use was 
not necessary in good manufacturing practice. 


Many states have adopted the uniform food and drug act, which 
embodies the provision that a food is adulterated if it contains a 
poisonous or deleterious substance. Massachusetts is one of these 
states. The Department of Public Health passed a regulation under 
authority of Section 192 of Chapter 94 of the general laws, stating 
in part “that no person shall sell or have in possession with intent 
to sell any food containing a preservative, unless said preservative 


is approved for use under specific conditions by the Department.” The 
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states are empowered to make laws and regulations not in conflict with 
those of the federal government, that is, they may make laws and 
regulations concerning intrastate matters which may be more string- 
ent from a public-health point of view than those made by the United 
States. By use of the above regulation, chemical preservatives will be 
screened by Massachusetts public-health authorities, before they will 
be allowed to be added to food to be sold in Massachusetts. 


The United States Food and Drug Administration, in arriving at 
what it may determine to be a safe tolerance, requires that the results 
of the toxicity studies, methods of detection, and any other information 
that it may deem necessary be submitted to it by the applicant. The 
Administration is not equipped with finances, personnel or facilities 
to handle the tremendous amount of research work necessary properly 
to evaluate each chemical additive which may be contemplated to be 
added to food. Therefore, it has had to rely on data that is supplied 
by the applicant in order to determine a safe tolerance. The establish- 
ment of such a tolerance does not constitute an approval for the use 
of said chemical by the Administration. 


With the above in mind, the local public-health food official finds 


himself in a highly complex situation. He is pledged to protect the 
consumer from the ingestion of harmful substances and the inhalation 
of harmful vapors and from economic fraud in regard to his purchase 


of food. 

The scientist, in his quest for an answer as to whether or not 
a substance is harmful to the human being, finds himself faced with 
the following problems: 

(1) What yardstick shall be used to determine harmfulness? 

(a) What quantity of the chemical per kilogram weight of body 
is it safe to ingest or inhale? 

(b) How is safety to be determined? 

(1) How long should the product be fed, and to what animal? 

(2) If the product is volatile, how much vapor must be used and 
what animals should be exposed? 

(3) If a vapor, is any irritation to any animal membranes to be 
considered harmful? 

(4) How much value can be placed in the effect of animal studies 
as being parallel to effects on man? 
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(5) Since all foods are chemical substances in themselves, what 
concoction of ingestion can be used to parallel the diet of man and 
still be ingested by the test animal? 

(6) What substance that man ingests, such as alcohol, may in- 
crease manifold the toxicity of the additive? 

(7) How is a man who is ill going to be affected, and can_ all 
complications be foreseen? 


The above are but a few of the obvious problems that face the 
health official in answering the question: “Is the chemical additive safe?” 


A well-known toxicologist was asked by the Massachusetts Com- 
missioner of Public Health whether or not he could categorically state 
that the chemical additive being deliberated upon, and on which 
much-more-than-average research in toxicological studies was con- 
ducted, was safe. His answer was: “No.” 


In a talk by Commissioner George Larrick of the United States 
Food and Drug Administration, before the Michigan Chemical In- 
stitute in Detroit, Michigan, he quotes the report of the interim com- 
mittee on the social aspects of science, which was released on December 
1, 1956, by the American Association for the Advancement of Science: 


The enormous growth of industry based on organic synthesis coupled with 
the already mentioned tendency toward rapid exploitation of scientific knowledge 
has resulted in a great increase in the number of man-made compounds now used 
in foods or otherwise ingested or absorbed by humans. The period of use of 
many of these substances has been rather short, and possible undesirable long- 
range biological effects have not yet had time to appear. Laboratory methods for 
studying delayed biological effects, such as carcinogenicity are unfortunately 
difficult to manage, and equivocal in interpretation. Consequently, the establish- 
ment of certification procedures which might assure the public that a given addi- 
tive is harmless is a most difficult matter, which has been the subject of considerable 
discussion and controversy. Nevertheless, additives are in use, and the problem of 
making a reasonable determination of their safety needs to be faced. 


As can be determined from the above and as has been determined 
by the writer after reviewing many treatises on the subject, there is 
a definite calculated risk in the use of many additives. Calculated risk 
has been used by researchers in medicine as a means of helping man 
combat disease. In this entire problem of chemical additives to foods, 
the public-health official fails to find any pressing need equivalent 
to the saving of life or the prevention of the spread of disease that 
justifies a calculated risk with the health and welfare of the consumer. 
In my opinion, the overwhelming benefit of the use of chemical addi- 
tives is for the agriculturalist and producer of food, and not the con- 
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sumer. In fact, evidence is available in several additives now under 
consideration by the Massachusetts Department of Public Health that 
damage and inferiority of certain foods are concealed, to the benefit 
of the grower and to the detriment of the consumer. 











The committee of the AAAS has reported: “Laboratory methods 
for studying delayed biological effects, such as carcinogenicity are 
unfortunately difficult to manage, and equivocal in interpretation.” 
With this finding in mind, is science yet in a position to guarantee 
the safety of a chemical additive which is to be added to the food 
of the Nation to be fed to the young and old, the well and the sick? 
This is the $64,000 question! 


What is the record to date? 


A program certifying to the safety of a group of chemical additives 
was initiated many years ago in regard to certified food-and-drug 
colors. Today, many years later, we find that many of these dyes 
have harmful properties and that the United States Food and Drug 
Administration is decertifying many of the dyes. Here in Massa- 
chusetts, about a hundred young children were made ill by the 
ingestion of one of these dyes used to color a popcorn novelty Did 
all this proof of harm stop the agricultural industry from using their 
powerful lobby in Washington to try to browbeat the Food and Drug 
Administration into allowing them to continue to color their product 
with a decertified red dye? The answer is: “No.” The Food and Drug 
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Administration has done a fine job with its very limited facilities. 
Its work, when unmolested by laws perpetrated by agricultural pres- 
sure groups, is a tribute to a group of conscientious, dedicated public 
servants. Though these colors had been certified for years by a con- 
scientious group of public servants, the limits of scientific knowledge 
were their limits. Today’s limits are recognized by scientists as stated 
above. Although there is much sincere talk by chemical-industry-em- 
ployed scientists, certain chemicals that are now deemed safe within 
the present unreliable guarantees could possibly affect the well-being 
of the consuming public for many generations before their harmful 
properties are discovered. Whenever we have, in Massachusetts, paused 
to study a chemical additive, the agriculturalist has raised a hue and 
cry heard ‘round the Nation that we are interfering with his business 
and ruining him economically. I cannot see how we can nationally or 
locally compromise the public health to satisfy anyone’s pocketbook. 


Another case in point is the widespread use that coumarin has 
found in our food supply. Only recently was this chemical compound 
found to be harmful and removed from the food supply. 


Another case made by the proponents of chemical additives is 
that many chemicals are now being used in food, and why are they 
not suspect? I have said to many of these inquiries: “In my opinion, 
they are all suspect, and it is a shame that facilities are not available 
to governmental agencies to review the ‘whole business’.” 


The whole problem is really pathetic from an enforcement point 
of view. After tolerances are set within the limits of the knowledge 
of present-day science, what agency of government, either federal or 
local, can put a small army of personnel-into the field and laboratory 
to supervise the program? The presently existing problems facing the 
group of food and drug officials have already been studied by President 
Eisenhower's citizens committee, with its urgent recommendations 
that federal and state food and drug agencies be increased manifold. 
Has this been done? It has been started on the national level, but 
will take years to develop. My last recollection of this matter was 
that it was estimated it would take about ten years to develop the 
program recommended by the committee on the national level. On the 
state level, the enforcement personnel problem is much worse, and 
a program will require many more years to develop than the federal 
program. In the meantime, we have graduated from being 100 million 
guinea pigs to 180 million guinea pigs. 
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Comments 


Ten years ago, if anyone had attempted to forecast the present 
closely integrated cooperation between food and drug officials, the 
food and drug industry and their legal representatives, he would have 
been thought to be demented. However, all parties concerned have 
come to the practical conclusion that, unless such close integration 
is fostered and developed, the consumers’ health and welfare will 
suffer. Food and drug officials who have been conscientiously attempt- 
ing to protect the public for some time looked with suspicion on an 
alliance with the food and drug industry as a cooperative effort where 
such an effort would in many instances result in economic losses to 
the cooperating industries. Much of this suspicion was allayed by 
industry’s willingness to establish in the minds of these food and 
drug officials confidence in their honorable cooperation. This engen- 
dered confidence resulted in the public health officials’ support of 
the Miller Amendment within its limitations of the application of 
powerful poisonous substances to crops in the field. The prostitution 
of the Miller Amendment, which led to the use of antibiotics on processed 
poultry, and the application of the amendment to products other than 
crops in the field has done much to deteriorate the feeling of well-being 
that had been engendered through patient and conscientious effort on 


























PAGE 648 FOOD DRUG COSMETIC LAW JOURNAL—OCTOBER, 1957 


behalf of all parties. Continued prostitution of the Miller Amendment 
may well be prevented by the passage of a chemical-additives bill, 
giving the Food and Drug Administration controls over all chemical 
additives to food. Inclusion of the following primary points would, 
in my opinion, be necessary in order to obtain the support of several 
of the state food and drug officials. 

(1) The principles of the so-called Delaney bill should be accepted. 

(2) The Food and Drug Administration should be given the au- 
thority, after due investigation as per the provisions of the Delaney 
bill, to determine safety or tolerances of safety of the chemical addi- 
tive, with the decision of the Administration to be final. This last pro- 
vision that the decision of the Administration be final is of the utmost 
importance in obtaining the confidence of several of the food and 
drug officials. 

(3) No so-called grandfather clause should be accepted and all 
chemical additives to food should be subjected to review, including 
the chemicals. being added to processed meats under the supervision 
of the United States Department of Agriculture. 

(4) The consensus of opinion has been that the use of any chemi- 
cal additive poses some degree of risk and, therefore, the claimed 
usefulness of the additive should be given very careful consideration. 
Again, in order to obtain the clear-cut support of those interested 
in the public health of the consumer, the risk of the use v. the useful- 
ness of the chemical additive should be weighed by the Food and Drug 
Administration, whose decision shall be final. 

Dr. Bernard Oser, in an article appearing in this JOURNAL, very 
well pointed out that matters concerning public health and safety 
should be left in the hands of the scientist concerned with the safety 
of the consumer and not be made a matter of legal wit and jurispru- 
dence. In several instances where laws appear to give the control officials 
the authority to determine the safety of a product, just the opposite 
results when a challenge of such a decision is made by the aggrieved. 
This is the reason why I feel that the Administration should by law 
be in a position to make the final determination. 


Conclusions 
The following conclusions may be drawn: 


(1) Much progress has been made in methods and procedures for 
determining the toxicity of chemical additives to food during the last 
(Continued on page 656) 
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intervening Cause——DuPont sold a chemical solvent, known as 
“tri” for use in processing soybeans. The Magnolia Company built 
a plant to process soybeans, using “tri.” About the time Magnolia was 
ready to go into production, DuPont, which had previously assured 
Magnolia that the product was safe for cattle, wrote Magnolia a letter 
notifying it that recent tests had cast doubt on the safety of “tri” as 
to cows. In the face of this letter, Magnolia processed the soybeans 
with “tri,” and sold the product for dairy feed. Cows died as a result. 
The dairy sued DuPont. 

The trial judge instructed the jury that if the letter to Magnolia 
did not break the chain of causation, it should find for the plaintiff ; 
if the letter did break the chain of causation, it should find for the 
defendant. The jury found for the defendant. 

On appeal to the Fifth Circuit, the court upheld the correctness 
of this charge.’ It stated that DuPont was liable prior to its warning 
to Magnolia, and was under a duty to give a warning. Once this warn- 
ing was given, DuPont is not liable. Magnolia’s sale to the plaintiff 
after the warning was an intervening cause. Quoting, the court writes: 

When the natural and continuous sequence of causal connection between the 
negligent conduct and the injury is interrupted by a new and independent cause, 
which itself produces the injury, that intervening cause operates to relieve the 
original wrongdoer of liability. The original negligent conduct, while a cause of 
the injury, is merely a remote and not a proximate cause thereof. 

The intervening cause here was the sale by Magnolia, after the 
warning by DuPont. It should be noted that the jury, not the court, 
found this to be an intervening cause.’ 





1 Nishida v. EB. I. duPont de Nemours @ reversed, finding an intervening cause as a 
Company, CCH Food Drug Cosmetic Law matter of law (#. I. duPont de Nemours 
Reports { 22,499 (CA-5, June 20, 1957). Company v. Ladner, 3 CCH Negligence 

*In a similar case, the jury had found Cases (2d) 937, 221 Miss. 378, 73 So. (2d) 
for plaintiff and the appellate court had 249 (1954)). 
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The Scientists’ Forum— 





By BERNARD L. OSER 


Director, Food Research Laboratories, Inc. 


A most provocative and cogent statement of the problem of pesticide 
residues in foods was made by Dr. Francis A. Gunther, of the University of 
California Citrus Experiment Station, at the symposium on foreign chemicals 
in foods held at Como, Italy last May. Unfortunately, Dr. Gunther's report 
is too long for publication in Food Drug Cosmetic Law Journal, but he has 
kindly agreed to contribute to “The Scientists’ Forum'’ the following con- 
centrated version of his presentation, which will be published in full elsewhere. 


Living with Pesticides 

The thesis of the Como symposium is particularly important 
because it is being repeated these days all over the world wherever 
agriculture is an organized industry. A vital interest in an active 
moral and technical concern with persisting residues of pesticides 
in foodstuffs is essential if the population of the world is to be fed. Thus: 

(1) Pesticides are essential to modern agriculture; without them 
there would be at least a 50 per cent loss of production. 

(2) For physiological and biochemical reasons, pesticide chem- 
icals are also toxic to man—perhaps to a greater, perhaps to a lesser, 
degree than to the insects themselves. 

(3) Accepting the incontrovertible fact that pesticide chemicals 
are necessary, we must learn to live with them and with their persist- 
ing residues. How may we do this? 

(a) Establish their physicochemical behavior. 

(b) Carefully evaluate the toxicology of persisting residues. 

(c) Establish tolerances of real significance and of real utility 
adequate for the necessary protection of the public who consume the 
treated foods, yet withal permitting the use of these essential chemicals. 

(d) Establish the minimum intervals permissible between appli- 
cation and harvest; these minimum intervals are dependent upon 
items (a) through (c) above. 

These four possibilities are interrelated and have been interna- 
tionally recognized as being practical solutions if based upon reliable 
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scientific evidence as to pertinent toxicology and pharmacology, 
chemical degradation, and persistence with identification of persisting 
residues. 

Since present information from hundreds of laboratories over the 
world precludes elimination or diminution of persisting residues by 
the external application of mechanical or chemical treatments to the 
commodity, it is only logical that with present knowledge we make 
the effort to use tolerance restrictions in a realistic, practical and 
reasonable manner. This utilization requires time, money, many labora- 
tories, and adequately trained chemists and biochemists. 


This concept requires the statistical approach, since it cannot be 
done with simple equipment and absolutely requires modern instru- 
mentation. There is no alternative that is fundamentally so fair to the 
agricultural chemical industry, to the consuming public and to the farmer. 

In this approach there are many practical problems, however. 
\mong these are the following: 

(1) The purists unrealistically forget the extent of past damage, 
the consequent cost to the public, and the promise of more efficient 
and less harmful chemicals through profitable research and experi- 
ences with pesticide chemicals and large-scale utilizations. They also 
seem to ignore sound chemistry, as with biphenyl from coal tar. This 
attitude is as intolerable and fruitless as witch-burning and should be 
challenged on scientific grounds. 

(2) Equitable tolerances should be based upon scientific facts, 
and not upon whimsy. Obviously there must be initial caution, with 
relaxation as experiences accumulate. There should be international 
acceptance, recognition and evaluation of all pertinent data. 

Recognition of the chemical and physical behavior of persisting 
residues will actually minimize the laboratory work required. Con- 
sideration must be given to half-life values and their utility, including 
prediction of behavior from persistence curves, the grouping of crops 
allowed by expanded half-life determinations, the evaluation of ex- 
tenders and diluents by this concept, the establishment of effective 
dosages by this concept, and the establishment of terminal residues 
by this concept. A realistic assignment of minimum intervals before 
harvest can also be established in this manner. 

These are expensive responsibilities, but they are worthy of 
serious attention. Organization of the agricultural industry is required 

(Continued on page 656) 
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CANADA- 


FOOD AND DRUG ITEMS 





In this issue, we are pleased to present again analytical commentary on Canadian 

legislative changes and developments, prepared by Robert E. Curran, Q. C. Mr. 

Curran has written the continuing feature “Canadian Law and Comment” for the 
Journal since January, 1954. Periodically, it will appear in this department. 


Federal 

Food and Drug Regulations—Under date of June 20, by Order in 
Council P. C. 1957-860, the regulations under the Food and Drugs 
Act were amended; the following is a brief outline of the nature 
and purpose of the amendments made: 

Paragraph (b) of Regulations B.11.011 and B.11.012 dealing with 
the bacterial content of various tomato products were revoked. It was 
felt that the limitations as established in these regulations were 
perhaps unrealistic and might preclude action being taken in the case 
of products containing a smaller bacterial count, yeasts or spores, than 
the maximum permitted by the regulations, but where such action 
was considered necessary. 

Regulation B.11.065 has been amended to allow the use of glucose 
solids in jam, jellies and marmalades. This amendment was made at 
the request of the trade as it was shown that the use of a small amount 
of glucose or glucose solids in these products results in a better and 
more acceptable product. 

Regulation B.15.002, dealing with agricultural chemicals, was 
amended to add to the list certain named chemicals for use on desig- 
nated crops, as insecticides, fungicides, etc. 

Paragraph (b) of Regulation C.01.041 was amended to clarify 
the requirements as regards verbal prescriptions for Schedule F drugs. 
The regulation required a record to be kept; in the French translation 
of the regulation, this was understood to require the maintenance of a 
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registry. Since this was not necessary, the regulation was rewritten 
to remove the references to the keeping of a record. 


Enforcement.—In addition to the above-described changes in the 
regulations, there have been a number of prosecutions that should be 
made the subject of comment as they reflect a policy development in 
the administration of the Food and Drugs Act. This will be discussed 
immediately below. 

Unsanitary Conditions —The Food and Drugs Act which came into 
force on July 1, 1954, directly dealt with the subject of insanitation 
respecting food, drugs and cosmetics by prohibiting the sale of an 
article manufactured, prepared, preserved, packaged or stored under 
unsanitary conditions and by prohibiting the manufacture, preparation, 
preservation, packaging or storing for sale of such an article under 
unsanitary conditions. 

“Unsanitary conditions,” as defined in the act, means such con- 
ditions or circumstances as might contaminate a food, drug or cos- 
metic with dirt or filth and render the food injurious to health. 


The authority of these provisions was sought in order that there 
could arise no question as to the right of the administration to deal 
with dirty premises, as well as with the products thereof. Under the 
former legislation, there was considerable doubt as to whether the 
authority of the administration was not limited to foods or drugs 
that were actually contaminated and thereby adulterated; in the 
absence of proof of actual contamination, no action could be taken 
regardless of the conditions of manufacture. While the issue had 
never been fought out in drafting the new legislation, it was thought 
desirable that any doubts should be wholly removed by making 
specific provision as to insanitation as regards all stages of manufac- 
ture and distribution and whether or not it could be shown that the 
article in question was contaminated. 


Following the coming into force of the act in 1954, the administra- 
tion regarded the enforcement of these sections as representing an 
important policy advance in the administration of the law. It was 
felt that, as a preliminary step in the development of this policy, 
educational techniques should be employed in cooperation with manu- 
facturers and others concerned and that enforcement through the 
courts should be resorted to only where other methods had failed. 
No immediate prosecutions were, therefore, contemplated but, instead, 
the administration undertook to make surveys of representative plants 
in Canada. As a result, there were established certain criteria of what 
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might be described as good housekeeping, having regard, of course, 
to the nature of the industry. With the establishment of these criteria, 
it then became possible to categorize establishments in some orderly 
sequence and concentrate on the correction of those establishments 
that failed to meet the standards laid down. 

It should, of course, be pointed out that the standards as laid 
down were not legal standards as established by regulations. They 
were standards developed on the basis of detailed surveys in a great 
number of food-manufacturing plants and represent what a reputable, 
conscientious manufacturer would desire to maintain. These stand- 
ards obviously took into account the type of industry, as well as the 
physical facilities which the plant might have. In other words, it 
would not be expected that the standard of cleanliness in a slaughter- 
house would be as high as that which would be expected in a baking 
establishment. Again, regard would have to be had for a business 
being carried on in old premises as opposed to the same type of 
business in a brand new plant equipped with every recent device. 
Within these broad areas, however, standards for good housekeeping 
were developed and efforts were then concentrated on those estab- 
lishments which failed in one or more respects to meet the standards. 


As a result of the efforts made, the majority of the establishments 
which in the first instance had fallen below the standards were able 
to correct the defects and to bring their plants into conformity with 
what good housekeeping practices required. There did, however, 
remain a certain number of establishments which either did not or 
could not bring their establishments up to acceptable levels. It was 
therefore decided to commence prosecutions against certain of these 
establishments and, as the prosecutions represented a new branch of 
enforcement, considerable care was expended on their preparation. 
It was felt by the administration that cases selected on a more or 
less geographical basis and where the facts were particularly flagrant 
would provide a healthy and salutary check on others who might be 
inclined to be either careless or slipshod in maintaining the vigilance 
over the manufacturing methods that the public is entitled to expect. 
Two prosecutions have now been completed, with others under con- 
sideration. 

The first of the prosecutions involved a cheese factory. Here, 
some 14,000 pounds of cheese were first placed under seizure ; follow- 
ing this action, charges were laid against the owner of the establish- 
ment for manufacturing and storing cheese under unsanitary conditions. 
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As was pointed out, the act makes provision for selling an article 
that was prepared under unsanitary conditions as well as preparing 
or storing an article under such conditions. The latter, however, 
requires proof that the article was prepared for sale. In the case in 
point, the department did not utilize evidence of a sale, but confined 
its attack to the conditions in the premises under which the cheese 
had been manufactured and held for sale. 

The Crown proceeded by way of indictment, which, under Section 
25 of the act, permits of a fine not exceeding $5,000 or imprisonment 
for a term not exceeding three years, or both fine and imprisonment. 
The accused pleaded guilty, and was fined $1,000 and sentenced to 
imprisonment for a period of one month, 

The Crown brought out in evidence the actual conditions of the 
plant at the time of the seizure—conditions as would shock any careful 
manufacturer, let alone consumer. 

The case received wide publicity, and it was felt that it should 
act as a wholesome deterrent on others in the business who might 
be careless in their methods. 

The next case that developed involved insanitation in a meat 
packing plant. Here the premises were old, and wholly unsuitable 
for the type of business that was being carried on. Despite repeated 
warnings, the conditions showed only slight improvement. As in the 
cheese case, there was evidence of rat infestation, presence of cock 
roaches, and such unsanitary conditions as would render the food at 
least aesthetically unfit. In this case the charges dealt not only with 
preparing and storing for sale under unsanitary conditions, but also 
with actual sales, the evidence of which the department had obtained 
Some eight charges in all were laid, and the Crown proceeded on 
four of these charges. The accused pleaded guilty, and the court 
imposed a fine of $250 on each of the four charges. 

The department was commended by the court, as well as by local 
health officials, for the action that had been taken. 

In both of the cases, the court evidenced very considerable inter 
est in the questions raised—particularly, efforts made to bring about the 
highest possible standards of housekeeping in the industries concerned. 

It is the view of the administration that its policy of avoiding 
court action except in the most flagrant cases has brought about a 
degree of cooperation and understanding with industry that is alto- 
gether wholesome and one that must ultimately accrue to the ad- 
vantage of the consuming public. 
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PUBLIC-HEALTH PROBLEM—Continued from page 648 


ten years. The knowledge available to the scientist of today has caused 
him to reflect on his own inadequacies in determining with absolute 
certainty that the addition of a certain chemical additive is safe when 
used under any conditions which may be encountered after it is in 
gested into the human organism. The need for intensive research in 
this field is extremely urgent, in view of the industrial revolution in 
the food industry. 

(2) The governmental food control scientist must be given the 
authority of decision in an extremely sensitive situation. 

(3) Industry must realize its tremendous responsibility in the 
new concept of food and drug law enforcement in the interest of the 
public health and welfare of the consuming public. 


(4) The legal representatives of industry must appreciate their 
moral responsibilities to the entire Nation of consumers in their work 
with the food and drug officials. In this case, I must point out that 
in by far the greater majority of contacts with industry and its legal 
representatives, this division has had a fine and fruitful association. 


I have written on my subject because of the confusion that exists 
in the minds of many—both within and outside the sphere of the food 
and drug control officials—concerning this problem. If approached 
with the consumers’ interests in mind, the solution may develop one 
of the greatest boons of our modern civilization. But if the interests 
of business in profit only prevail, without any progressive considera- 
tions for further research and the human welfare, the problem can 
result in one of the greatest disasters of our time. [The End] 


THE SCIENTISTS’ FORUM—Continued from page 651 








and the sponsoring of adequately elaborate research programs is essen- 
tial. In each country, careful considerations of the entomology and 
pathology involved in local residue problems may modify a given 
tolerance or minimum interval. before harvest. Nonetheless, the final 
yalues above should not be guesswork, based largely upon prejudice 
and intolerance of the careful work of others. 
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